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TITLE  6— AGRICULTURAL  CREDIT 

Chapter  I — Farm  Credit  Administra¬ 
tion,  Department  of  Agriculture 

Part  10 — Federal’  Land  Banks 

Part  11 — National  Farm  Loan 
Assocutions 

PARTIAL  RETIREMENT  OP  STOCK 

Chapter  I,  Title  6,  Code  of  Federal 
Rrpulations,  is  hereby  amended  by  re¬ 
voking  §5  11.172  (11  F.  R.  1693)  and 
11  258-50  (CFR,  1945  Supp.;  10  F.  R. 
9518)  and  adding  §  10.279-50  to  read  as 
follows: 

§  10.279-50  Partial  retirement  of  stock. 
In  individual  cases  where  the  amount  of 
bank  stock  held  as  security  for  a  loan 
is  .substantially  in  excess  of  5  percent  of 
the  unpaid  balance  of  the  loan  and  the 
bank  determines  that  retirement  of  the 
excess  stock  is  advisable,  the  Administra¬ 
tion  approves,  under  section  7  of  the  Fed¬ 
eral  Farm  Loan  Act  (12  U.  S.  C.  721), 
the  retirement  of  that  portion  of  such 
stock  which  is  in  excess  of  5  percent  of 
the  unpaid  balance  of  the  loan.  Provided, 
(a)  The  capital  stock  of  the  association 
through  which  the  existing  loan  was 
made  is  not  Impaired  and  such  stock 
retirement  will  not  make  the  principal 
remaining  unpaid  upon  mortgages  al¬ 
ready  received  from  the  association  ex¬ 
ceed  20  times  the  amount  of  stock  in  the 
bank  owned  by  such  association,  or  the 
only  stock  outstanding  in  connection 
with  the  existing  loan  is  bank  stock,  and 
<b)  Such  retirement  of  stock  is  in  ac¬ 
cordance  with  authorization  given  by  the 
bank’s  board  of  directors  by  appropriate 
re.'olution.  (Sec.  7,  39  Stat.  365,  sec.  6, 
47  Stat.  14.  12  U.  S.  C.  665,  721) 

fSEALl  Carl  Colvin, 

Acting  Land  Bank  Commissioner. 

IF  R.  Doc.  47-3242;  Filed,  Apr.  3,  1947; 

8:46  a.  m.| 

TITLE  7— AGRICULTURE 

Subtitle  A — Office  of  Secretary  of 
Agriculture 

Part  7 — Price  Decontrol  and  Recontrol 

CERTIFICATION  OP  AGRICULTURAL  COMMODI¬ 
TIES  IN  SHORT  SUPPLY 

Pursuant  to  the  authority  vested  in 
me  by  the  Emergency  Price  Control  Act 


of  1942,  as  amended,  and  particularly  by 
section  lA  (e)  of  said  act  as  added  by 
the  Price  Control  Extension  Act  of  1946, 
I  hereby  determine  and  certify  to  the 
Temporary  Controls  Administrator  that 
no  modifications  in  the  certification  of 
commodities  in  short  supply  (§  7.50  Cer¬ 
tification  of  Agricultural  commodities  in 
short  supply),  made  on  September  1, 
1946,  as  amended  (11  F.  R.  9669,  11349. 
13135,  14063;  12  F.  R.  60.  825,  1475), 
should  be  and  none  are  hereby  made. 

(Pub.  Law  548,  79th  Cong.,  2d  sess) 
Done  this  31st  day  of  March  1947. 

fSEAL]  Charles  P.  Brannan, 

Acting  Secretary  of  Agriculture. 

|P.  R.  Doc.  47-3225;  Filed,  Apr.  3,  1947; 
8:46  a.  m.l 


TITLE  21— FOOD  AND  DRUGS 

Chapter  I — Food  and  Drug  Adminis¬ 
tration,  Federal  Security  Adminis¬ 
tration 

Part  141 — Tests  and  Methods  of  Ass.ay 
FOR  Antibiotic  Drugs 

penicillin  and  STREPTOMYCIN 

By  virtue  of  the  authority  vested  in  the 
Federal  Security  Administrator  by  the 
provisions  of  sections  507  and  701  (a)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (52  Stat.  1040,  1055,  as  amended  by 
59  Stat.  463  and  Pub.  Law  16,  80th  Cong., 
1st  Sess.;  21  U.  S.  C.  371  (a) ;  21  U.  S.  C. 
Sup.  357)  the  regulations  for  tests  and 
methods  of  assay  of  antibiotic  drugs  (11 
P.  R.  12128),  as  amended,  are  hereby 
repealed,  and  the  following  regulations 
are  substituted  therefor. 

Sec. 

141.1  Sodium  penicillin,  calcium  penicil¬ 

lin,  potaseium  penicillin;  potency. 

141.2  Sodium  peniciUin,  calciiun  penicU- 

lin,  potassium  penicillin;  steril¬ 
ity. 

141.3  Sodium  4}enlcillin,  calcium  peni¬ 

cillin,  potassium  penicillin;  pyro¬ 
gens. 

141.4  .  Sodium  penicillin,  calcium  penicil¬ 

lin,  potassitun  penicillin;  toxicity. 

141.5  Sodium  penicillin,  calcium  peni¬ 

cillin,  potassium  penicillin;  mois¬ 
ture,  pH.  clarity,  crystallinity,  and 
heat  stability. 

141.6  Sodium  penicillin,  calcium  penicil¬ 

lin,  potassium  penicillin;  peni¬ 
cillin  X. 

(Continued  on  p.  2217) 
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Sec. 

141.7  Penicillin  In  oil  and  wax. 

141.8  Penicillin  ointment. 

141.9  Tablets  buffered  penicillin. 

141.11  Penicillin  with  aluminum  hydrox- 

Ide  gel. 

141.12  Penicillin  troches. 

141.13  «  Penicillin  dental  cones. 

141.14  Penicillin  with  vasoconstrictor. 

141.15  Penicillin  for  surface  application. 

141.16  Tablets  alum  precipitated  penicillin. 

141.17  Penicillin  sulfonamide  pjowder. 

141.18  Penicillin  vaginal  suppositories. 

141.19  Buffered  crystalline  penicillin. 

14120  Capsules  buffered  penicillin  with 

pectin  hydrolysate. 

141.101  Streptomycin  sulphate,  streptomy¬ 

cin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trlhy- 
drochlorlde  calcium  chloride; 
potency. 

141.102  Streptomycin  sulphate,  streptomy¬ 

cin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trihy¬ 
drochloride  calcium  chloride; 
sterility. 

141.103  Streptomycin  sulphate,  streptomy¬ 

cin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trihy- 
drochlorlde  calcium  chloride; 

toxicity. 

141  104  Streptomycin  sulphate,  streptomy¬ 
cin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trlhy- 
drochlorlde  calcium  cfflorlde; 

pyrogens. 

141  105  Streptomycin  sulphate,  streptomy¬ 
cin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trlhy- 
drochlorlde  calcium  chloride; 

histamine. 

141.106  Streptomycin  sulphate,  streptomy¬ 
cin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trlhydro- 
chlorlde  calcium  chloride;  mois¬ 
ture.  pH.  and  clarity. 

Authoritt:  55  141.1  to  141.106.  Inclusive, 
l.«sued  under  sec.  507.  52  Stat.  1040  as 
amended  by  59  Stat.  463  and  Pub.  Law  16, 
80th  Cong.,  1st  Sess.;  21  U.  S.  C.  and  Sup.  357. 

!!  141.1  Sodium  penicillin,  calcium 

penicillin,  potassium  penicillin:  po¬ 
tency — la)  Cylinders  (cups).  Use  .stain- 
le.'js  steel  cylinders  with  an  outside  diam¬ 
eter  of  8  mm.  (±0.1  mm.),  an  Inside 
diameter  of  6  mm.  (±0.1  mm.),  and  a 
length  of  10  mm.  (±0.1  mm.). 

<b)  Culture  media.  Use  Ingredients 
that  conform  to  the  standards  prescribed 
by  the  U.  S.  P,  or  N,  F.  (1)  Make  nutri¬ 
ent  agar  for  the  .seed  layer  and  for  carry¬ 
less  steel  cyliners  with  an  outside  diam- 
ing  the  test  organism  as  follows: 


Peptone _ 6  0  gm. 

Pancreatic  digest  of  casein _ 4.0  gm. 

Yeast  extract _ 3.0  gm. 

Beef  extract _  1.5  gm. 

Glucose _  1.0  gm. 

Agar _ 15.0  gm. 

Distilled  water,  q.  s _ l,0(X).0mI. 

pH  6.5  to  6.6  after  sterilization. 

(2)  Make  nutrient  agar  for  the  base 
layer  as  follows: 

Peptone _ 6  0  gm. 

Yeast  extract _ 3.0  gm. 

Beef  extract _  1.5  gm. 

Agar _ 15.0  grn. 

Di.stllled  water,  q.  s _  1,000.0  ml. 


pH  6  5  to  6.6  after  sterilization. 

<3)  Make  nutrient  broth,  for  prepar¬ 
ing  an  Inoculum  of  the  test  organism,  as 
follows: 


Peptone _ 6.0  gm. 

Yeast  extract _  1.5  gm. 

Beef  extract _  1.5  gm. 


Sodium  chloride - 3.5  gm. 

Glucoae _ _  1.0  gm. 

Dipotasslum  phosphate _ _  3.68  gm. 

Potassium  dihydrogen  phos¬ 
phate _  1.32gm. 

Distilled  water,  q.  8 _ _  1,000.0  gm. 

pH  7.0  after  sterilization. 

In  lieu  of  preparing  the  media  from 
the  individual  ingredients  specified  in 
paragraphs  (b)  (1),  (2),  and  (3)  of  this 
section,  they  may  be  made  from  a  de¬ 
hydrated  mixture  which,  when  recon¬ 
stituted  with  distilled  water,  has  the 
same  composition  as  such  media.  Minor 
modification  of  the  Individual  ingredi¬ 
ents  specified  in  paragraphs  (b)  (1), 
(2),  and  (3)  of  this  section  are  per¬ 
missible  if  the  resulting  media  possess 
growth  promoting  properties  at  least 
equal  to  the  media  described. 

(c)  Working  standard.  Keep  the 
working  standard  (obtained  from  the 
Pood  and  Drug  Administration)  in 
tightly  stoppered  vials,  which  in  turn 
are  kept  in  larger  stoppered  tubes  con¬ 
taining  anhydrous  calcium  sulfate,  con¬ 
stantly  in  the  refrigerator  at  15®  C.  (59® 
F.)  or  below.  Weigh  out  carefully  in 
an  atmosphere  of  50  percent  relative 
humidity  or  less  between  4  and  5  mg.  of 
the  working  standard  and  dilute  with 
sterile  1%  phosphate  buffer  (pH  6.0)  to 
make  a  stock  solution  of  any  convenient 
concentration.  Keep  this  solution  at  a 
temperature  of  about  10®  C.,  and  use  for 
one  day  only.  From  this  stock  solution 
make  appropriate  working  dilutions. 

(d)  Preparation  of  sample.  Dissolve 
aseptically,  in  sterile  distilled  water,  the 
sample  to  be  tested  to  make  an  appro¬ 
priate  stock  solution. 

(e)  Preparation  of  plates.  Add  21  ml. 
of  agar  to  each  Petri  dish  (20  x  100  mm.) . 
Distribute  the  agar  evenly  in  the  plates 
and  allow  It  to  harden.  Use  the  plates 
the  same  day  they  are  prepared.  The 
test  organism  Ls  Staphylococcus  aureus 
(F.  D.  A.  209-P)  or  (9144)  American 
Type  Culture  Collection.  Maintain  the 
test  organism  on  agar  slants  and  transfer 
to  a  fresh  agar  slant  about  once  a  week. 
Prepare  an  inoculum  for  the  plates  by 
transferring  the  culture  from  the  agar 
slant  into  broth  and  incubate  at  37“  C. 
Prom  16  to  24  hours  thereafter  add  2.0 
ml.  of  this  broth  culture  to  each  100  ml. 

'  of  agar  which  has  been  melted  and 
cooled  to  48“  C.  Mix  the  culture  and 
agar  thoroughly  and  add  4  ml.  to  each 
of  the  plates  containing  the  21  ml.  of  the 
uninoculated  agar.  Tilt  the  plates  back 
and  forth  to  spread  the  inoculated  agar 
evenly  over  the  surface.  Porcelain  covers 
glazed  on  the  outside  are  used.  Place 
four  cylinders  on  the  agar  surface  so  that 
they  are  at  approximately  90“  intervals 
on  a  2.8  cm.  radius.  In  so  placing  the 
cylinders  drop  them  from  a  height  of  *2 
inch,  using  a  mechanical  guide  or  device. 
A  suspension  of  the  test  organism  may  be 
used  in  place  of  the  broth  culture  de¬ 
scribed  above  in  preparing  the  inoculum 
for  the  seeding  of  plates.  Prepare  such 
suspension  as  follows:  Wash  the  organ¬ 
isms  from  an  agar  slant  which  has  been 
Incubated  for  24  hours  at  37®  C.  and 
stored  for  24  hours  at  room  temperature 
with  2.0  ml.  of  sterile  physiological  sa¬ 
line  onto  a  large  agar  surface  such  as 
that  provided  by  a  Roux  bottle  contain¬ 
ing  300  ml.  of  agar.  Spread  the  suspen¬ 


sion  of  organisms  over  the  entire  agar 
surface  with  the  aid  of  sterile  glass 
beads.  Incubate  24  hours  at  37“  C.  and 
store  for  24  hours’  at  room  temperature. 
Wash  the  resulting  growth  from  the  agar 
surface  with  about  50  ml.  of  sterile  physi¬ 
ological  saline.  Standardize  this  sus¬ 
pension  by  determining  the  dilution 
which  will  permit  20%  light  transmis¬ 
sion  through  a  filter  at  6500  Angstrom 
units  in  a  photoelectric  colorimeter. 
Add  1.5  to  2.0  ml.  of  this  resulting  dilu¬ 
tion  to  each  100  ml.  of  agar  which  has 
been  melted  and  cooled  to  48“  C.  to  pre¬ 
pare  the  inoculum  for  the  plates.  The 
suspension  may  be  used  for  one  week. 

(f)  Assay.  Use  four  plates  for  each 
sarhple.  Pill  one  cylinder  on  each  plate 
with  a  1.0  unit  per  ml.  dilution,  and  one 
with  a  0.25  unit  per  ml.  dilution,  of  the 
working  standard.  Add  the  estimated 
dilutions  of  1.0  unit  per  ml.  and  0.25 
unit  per  ml.  of  the  sample  under  test 
to  the  remaining  2  cylinders  on  each 
plate.  Carefully  place  the  plates  in 
racks  and  incubate  16  to  18  hours  at 
37®  C.  After  incubation  mea.sure  the 
diameter  of  each  circle  of  inhibition  to 
the  nearest  0.5  mm.  using  a  colony 
counter  with  a  mm.  scale  etched  into 
the  supporting  glass  over  the  light 
source.  Other  measuring  devices  of 
equal  accuracy  may  be  used. 

(g)  Estimation  of  potency  and  error. 
(1)  Use  the  accompanying  chart  (Chart 
1)  and  nomograph  (Chart  2)  for  esti¬ 
mating  the  potency  and  its  error.  To 
use  the  chart  for  estimating  potency 
two  values,  namely,  V  and  W,  are  re¬ 
quired.  For  each  plate  calculate  two 
values. 

t>-=(U^+U„)  -  (Si,  fS;/) 

and 

ir=  (U/i-rS;,)  -  (Ui,  fSi.) 

where  Sn  and  sl  are  the  diameters  of  the 
zones  of  inhibition  in  mm.  of  the  1.0 
unit  and  0.25  unit  dilutions  of  the  stand¬ 
ard,  respectively,  and  Ua  and  Ut.  refer 
similarly  to  the  corresponding  dilutions 
of  the  sample  under  test.  The  value  V 
is  the  sum  of  the  v  values  for  all  plates 
and  W  is  the  sum  of  the  w  values  for 
all  plates.  To  estimate  the  potency  lo¬ 
cate  the  point  on  the  chart  correspond¬ 
ing  to  the  values  of  V  and  W,  and  the 
potency  can  be  read  from  the  radial 
lines  on  the  chart. 

(2)  The  error  of  the  assay  is  estimated 
by  using  the  nomograph  which  requires 
five  values,  namely,  the  potency,  V.  W, 
Rv,  and  Rw.  Rv  (the  range  of  the  v’s)  is 
the  highest  value  of  v  minus  the  lowest 
value  of  V  obtained  from  the  individual 
plates.  Similarly,  Rw  is  the  difference 
between  the  highest  and  lowest  w  values. 
After  obtaining  these  five  values,  connect 
with  a  straight  edge  the  points  corre¬ 
sponding  to  V  and  w  on  the  respective 
scales  on  the  right  side  of  the  nomograph. 
Mark  with  a  pin  or  sharp-pointed  pencil 
the  intersection  of  the  straightedge  and 
the  diagonal  line  of  the  nomograph. 
Move  the  straightedge  so  that  it  connects 
the  value  of  Rw  on  its  scale  and  the  di¬ 
agonal  line  at  the  point  of  the  pin.  *  The 
value  for  Q  is  thus  determined  by  the 
scale  value  where  the  straightedge 
crosses  the  line  labeled  “Q”.  T  is  ob¬ 
tained  by  adding  the  squares  of  Q  and 
Rv.  On  the  left  side  of  the  chart  con- 


I 


2218 


RULES  AND  REGULATIONS 


iKaSwasigg 


SKUSi 


w^/MM 


^satstss; 

fsiF*:ri!5! 


fMMmSi 


rMf 


nect  the  values  of  T  and  W  with  the 
straightedge  and  read  the  value  of  the 
ratio  terror  of  assay-potency)  where  the 
straightedge  intersects  the  scale  of  values 
for  the  ratio.  This  value  multiplied  by 
the  potency  equals  the  percentage  error 
of  the  assay.  The  error  of  the  assay  cal¬ 


culated  here  estimates  only  how  closely 
one  assayist  can  check  himself  on  any 
given  set  of  dilutions  of  unknown  and 
standard.  It  does  not  include  any  errors 
of  weighing  or  errors  due  to  variations 
in  materials  or  subdivisions  of  a  lot  of 
penicillin. 


The  chart  for  determining  potency 
should  not  be  used  for  determination.s 
of  potency  lower  than  50%  or  higher 
than  150%  of  the  standard.  If  the  po¬ 
tency  lies  outside  these  limits,  the  a.ssay 
should  be  repeated  using  a  higher  or 
lower  dilution.  The  radial  lines  on  the 
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chart  beyond  these  limits  permit  a  rough 
estimation  of  potency  from  as  low  as 
6%  to  as  high  as  1,000%  when  low  values 
of  W  are  found.  If  the  value  of  V  or 
W  falls  outside  the  limits  of  the  chart, 
divide  both  V  and  W  by  the  same  proper 
number  to  bring  them  into  the  range  of 
the  chart  and  read  the  potency  from 
the  radial  lines  as  before.  If  11.4  Rw 
is  greater  than  W,  the  slope  of  the  assay 
does  not  differ  significantly  from  zero 
and  the  assay  is  Invalid.  (The  figure 
11.4  was  obtained  by  use  of  Student’s 
“t”  test  for  determining  the  significance 
of  a  slope.) 

In  certain  laboratories  it  has  been 
noted  that  with  the  4  to  1  ratio,  in¬ 
volving  concentrations  of  0.25  unit  for 
the  low  dose,  the  zone  of  inhibition  given 
by  this  dose  may  either  be  too  small  for 
accurate  reading  or  have  edges  which 
are  poorly  defined.  In  order  to  permit 
the  u.se  of  a  higher  concentration  of 
penicillin  for  the  low  dose  the  third  of 
the  attached  charts  (Chart  3)  may  be 
used  in  assays  in  which  the  ratio  of 
doses  is  2  to  1,  i.  e.,  the  high  dose  isH) 
is  twice  the  low  dose  (sL).  As  in  the 
preceding  chart  (Chart  1 ) ,  if  the  potency 
lies  outside  the  limits  of  50%  to  150% 
the  assay  should  be  repeated,  using  a 
lower  or  higher  dilution.  The  potencies 
beyond  these  limits  are  to  be  used  for 
rough  estimation  purposes  only.  These 
extensions  •can  al.‘;o  be  used  for  four  (or 
more)  plate  assays  if  both  V  and  W  are 
divided  by  the  same  proper  number  to 
bring  them  into  the  range  of  the  chart. 
'The  error  of  the  assay  using  the  ratio 
of  do.ses  2  to  1  is  estimated  by  asing  the 
nomograph  (Chart  2)  in  the  same  man¬ 
ner  as  described  for  the  4  to  1  ratio  of 
doses.  However,  the  resultant  error  of 
the  as.say  derived  in  this  manner  must 
be  divided  by  2  to  give  the  correct  error 
of  the  a.csay  for  the  2  to  1  ratio  of  doses. 

(h)  The  potency  of  a  sample  may  also 
be  determined  by  the  standard  curve 
technique  using  a  single  dose  of  stand¬ 
ard  and  unknown. 

Dilute  the  sample  to  be  tested  to  1.0 
unit  per  ml.  (estimated)  in  1%  phos¬ 
phate  buffer  pH  6.0.  Place  six  cylinders 
on  the  inoculated  agar  surface  so  that 
they  are  at  approximately  60*  Intervals 
on  a  2.8  cm.  radius.  Use  three  plates  for 
each  sample.  Fill  3  cylinders  on  each 
plate  with  the  1.0  unit,  ml.  standard  and 
3  cylinders  with  the  1.0  unit  ml.  (esti¬ 
mated)  sample,  alternating  standard 
and  sample.  Incubate  the  plates  for  16 
to  18  hours  at  37“  C.  and  measure  the 
diameter  of  each  circle  of  inhibition.  At 
the  same  time  prepare  a  standard  curve 
using  concentrations  of  the  standard  of 
0.6,  0.7,  0.8,  0.9,  1.0,  1.1,  1.2,  1.3,  1.4,  and 
1.5  units,  ml.  in  sterile  1%  phosphate 
buffer  pH  6.0.  Use  three  plates  for  the 
determination  of  each  point  on  the 
curve,  a  total  of  27  plates.  On  each  of 
three  plates  fill  3  cylinders  with  the  1.0 
unit,  ml.  standard  and  the  other  3  cylin¬ 
ders  with  the  concentration  under  test. 
Thus  there  will  be  81  one  unit  determi¬ 
nations  and  9  determinations  for  each  of 
the  other  points  on  the  curve.  After 
the  plates  have  incubated  read  the  diam¬ 
eters  of  the  circles  of  inhibition.  Aver¬ 
age  the  readings  of  1.0  unit/ml.  concen¬ 
tration  and  the  readings  of  the  point 


tested  for  each  set  of  3  plates  and  aver¬ 
age  also  all  81  readings  of  the  1.0  unit/ml. 
concentration.  The  average  of  the  81 
readings  of  the  1.0  unlt/ml.  concentra¬ 
tion  is  the  correction  point  for  the  curve. 
Correct  the  average  value  obtained  for 
each  point  to  the  figure  it  would  be  if 
the  1.0  unit/ml.  reading  for  that  set  of 
three  plates  were  the  same  as  the  cor¬ 
rection  point.  Thus,  if  in  correcting 
the  0.8  unit  concentration,  the  average 
of  the  81  readings  of  the  1.0  unit  con¬ 
centration  is  20.0  mm.,  and  the  average 
of  the  1.0  unit  concentration  of  this  set 
of  3  plates  is  19.8  mm.,  the  correction 
is  0.2  mm.  If  the  average  reading  of  the 
0.8  unit  concentration  of  these  same  3 
plates  is  19.0  mm.  the  corrected  value  is 
then  19.2  mm.  Plot  these  corrected 
values  including  the  average  of  the  1.0 
unit/ml.  concentration  on  2  cycle  semi¬ 
log  paper  using  the  concentration  in 
units  per  ml.  as  the  ordinate  (the  loga¬ 
rithmic  scale)  and  the  diameter  of  the 
zone  of  inhibition  as  the  abscissa.  Draw 
the  standard  curve  through  these  points. 
The  10  points  selected  to  determine  the 
curve  are  arbitrary  and  should  be  so 
chosen  that  the  limits  of  the  curve  will 
fill  the  needs  of  the  laboratory.  However 
the  potency  of  the  sample  under  test 
should  fall  in  the  interval  of  from  60% 
to  150%  of  the  correction  point  of  the 
standard  curve. 

To  estimate  the  potency  of  the  sample 
average  the  zone  readings  of  the  stand¬ 
ard  and  the  zone  readings  of  the  sample 
on  tlie  three  plates  used.  If  the  sample 
gives  a  larger  average  zone  size  than  the 
average  of  the  standard,  add  the  differ¬ 
ence  between  them  to  the  1.0  unit  zone 
on  the  standard  curve.  If  the  average 
sample  value  is  lower  than  the  standard 
value,  subtract  the  difference  between 
them  from  the  1.0  unit  value  on  the 
curve.  Prom  the  curve  read  the  po¬ 
tencies  corresponding  to  these  corrected 
values  of  zone  sizes. 

(i)  The  potency  of  sodium  penicillin, 
calcium  penicillin,  and  potassium  peni¬ 
cillin  is  satisfactory  when  assayed  by  the 
methods  described  in  this  section  if  the 
immediate  containers  are  represented  to 
contain; 

290,000  units  or  le.ss  and  contain  85% 
or  more  of  the  number  of  units  so  repre¬ 
sented; 

More  than  200,000*units  and  contain 
90%  or  more  of  the  units  so  represented. 

§  141.2  Sodiinn  penicillin,  calcium 
penicillin,  potassium  penicillin:  steril- 
ity — (a)  Culture  medium.  Use  U.  S.  P. 
fluid  thioglycollate  medium  I  or  a  de¬ 
hydrated  mixture  which,  when  recon¬ 
stituted  with  distilled  w’ater,  has  the 
same  composition  as  such  medium  and 
has  growth-promoting,  buffering,  and 
oxygen  tension  controlling  properties 
equal  to  or  better  than  those  of  such 
medium. 

In  the  preparation  of  the  medium, 
from  either  the  individual  ingredients 
or  any  dehydrated  mixture,  avoid  con¬ 
tamination  with  calcium. 

<b)  Conduct  of  test.  Dis.solve  the 
sample  to  be  tested  in  suflBcient  sterile, 
freshly  prepared  solution  of  1:300  hy- 
droxylamine  hydrochloride,  adjusted  to 
pH  6.0  with  sodium  hydroxide,  so  that 
each  ml.  contains  approximately  5,000  to 


10,000  units.  Shake  vigorously.  Let 
stand  one  hour,  transfer  1  ml.  asepti- 
cally  to  each  of  four  tubes  containing 
15  ml.  of  fluid  thioglycollate  medium. 
Inoculate  one  of  these  tube.s  with  1.0  ml. 
of  a  1:1000  dilution  of  an  18  to  24  hour 
broth  culture  of  S.  aureus  209-P,  and 
incubate  all  four  tubes  for  four  days 
at  37°  C.  The  inoculated  tube  should 
show  growth  at  the  end  of  four  days; 
if  so  and  no  other  tube  shows  growth, 
the  sample  is  sterile. 

§  141.3  Sodium  penicillin,  calcium 
penicillin,  potassium  penicillin;  pyro¬ 
gens — (a)  Test  animal.  Use  healthy 
rabbits,  weighing  1,500  gm.  or  more, 
which  have  been  maintained  for  at  least 
one  week  on  a  uniform,  unrestricted  diet 
and  have  not  lost  weight  during  this  pe¬ 
riod.  For  subsequent  tests,  animals 
utilized  for  previous  tests  may  be  used 
after  a  rest  period  of  not  less  than  two 
days.  Use  a  clinical  rectal  thermometer 
after  it  has  been  tested  in  a  rabbit  to 
determine  the  time  required  to  reach 
maximum  temperature.  (Other  record¬ 
ing  devices  of  equal  sensitivity  are  ac¬ 
ceptable.)  Insert  the  thermometer  or 
other  recording  device  beyond  the  inter¬ 
nal  sphincter  and  allow  it  to  remain  a 
sufficient  time  to  reach  maximum  tem¬ 
perature  as  determined  above.  Make 
four  rectal  temperature  readings  on  each 
of  the  animals  to  be  used  in  the  test  at 
2-hour  intervals,  1  to  3  days  before  such 
use  (this  may  be  omitted  for  any  animal 
that  has  been  used  in  such  tests  during 
a  preceding  period  of  two  weeks) . 
House  the  test  animals  in  individual 
cages  and  protect  them  from  disturb¬ 
ances  likely  to  cause  excitement.  Exer¬ 
cise  particular  care  to  avoid  exciting  the 
animals  on  the  day  of  taking  the  control 
temperatures  and  on  the  test  day.  Main¬ 
tain  the  animals  in  an  environment  of 
uniform  temperature  (±5*  F.)  at  all 
times. 

(b)  Conduct  of  test.  Heat  all  syringes 
and  needles  to  be  used  in  a  muffle  furnace 
at  250*  C.  for  not  less  than  30  minutes 
to  render  them  pyrogen-free  and  sterile. 
Perform  the  test  In  a  room  held  at  the 
same  temperature  as  that  in  which  the 
animals  are  housed.  During  the  test  rc- 
.strain  the  animals  in  individual  stocks. 
Withhold  all  food  from  one  hour  before 
the  first  temperature  reading  until  after 
the  final  reading  of  the  day.  Take  a 
control  temperature  reading  not  more 
than  15  minutes  after  the  animal  is  re¬ 
moved  from  the  cage.  Use  three  animals 
for  each  test,  but  do  not  use  those  with 
control  temperatures  of  38.8°  C.  or  under 
and  39.9*  C.  or  over.  Dilute  the  sample 
with  pyrogen-free,  sterile,  distilled  water 
to  a  concentration  of  2,000  units  per  ml. 
and  warm  to  approximately  37“  C.  In¬ 
ject  2,000  units  (estimated)  per  kg.  of 
rabbit  intravenously  through  an  ear  vein 
within  15  minutes  subsequent  to  the  con¬ 
trol  temperature  reading.  Read  temper¬ 
atures  one  hour  after  injection  and  each 
hour  thereafter  until  three  readings  have 
been  made.  The  sample  is  non-pyro- 
genic  if  when  so  tested  no  animal  shows 
a  rise  in  any  of  the  temperature  read¬ 
ings,  after  injection,  of  0.6“  C.  or  more 
above  the  control  temperature  of  .such 
animal.  If  only  one  animal  .shows  such  a 
rise  in  temperature,  or  if  the  sum  of  the 
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temperature  rises  of  the  three  animals 
exceeds  1.4*  C.,  repeat  the  test  on  five 
additional  animals.  The  sample  is  non- 
pyrogenic  if  not  more  than  one  of  these 
five  animals  shows  a  rise  in  temperature 
of  0.6*  C.  or  more  above  the  control  tem¬ 
perature  of  such  animal. 

§  141.4  Sodium  penicillin,  calcium 
penicillin,  potassium  penicillin:  toxicity. 
Inject  intravenously  each  of  five  mice, 
within  the  weight  range  of  18  to  25 
grams,  with  0.5  ml.  of  a  solution  of  the 
sample  prepared  by  diluting  with  sterile 
distilled  water  to  approximately  4,000 
units  per  ml.  The  injection  should  be 
made  over  a  period  of  not  more  than 
5  seconds.  If  no  animal  dies  within  48 
hours,  the  sample  is  nontoxic.  If  one 
or  more  animals  die  within  48  hours, 
repeat  the  test  with  five  unused  mice 
weighing  20  grams  (±0.5  gm.)  each;  if 
all  animals  survive  the  repeat  test,  the 
sample  is  nontoxic. 

5  141.5  Sodium  penicillin,  calcium 
penicillin,  potassium  penicillin — (a) 
Moisture.  In  an  atmosphere  of  about 
10%  relative  humidity,  transfer  30  to 
50  mgm.  of  the  finely  powdered  sample 
to  a  tared  weighing  bottle  or  weighing 
tube  equipped  with  a  capillary-tube 
stopper,  the  capillary  having  an  inside 
diameter  of  0.20  to  0.25  mm.  Weigh 
the  bottle  or  tube  and  place  it  in  a 
vacuum  oven,  without  removing  the 
stopper  and  dry  at  a  temperature  of  60® 
C,  and  a  pressure  of  5  mm.  of  mercury 
or  less  for  three  hours.  At  the  end  of  the 
drying  period,  fill  the  vacuum  oven  with 
air  dried  by  bubbling  it  through  sul¬ 
furic  acid;  place  weighing  bottles  or 
tubes  in  a  desiccator  over  phosphorous 
pentoxide,  allow  to  cool  to  room  tem¬ 
perature,  and  reweigh.  Divide  the  loss 
in  weight  by  the  weight  of  the  sample 
^d  multiply  by  100  to  obtain  the  per¬ 
centage  of  moisture. 

(b)  pH.  Dilute  the  sample  to  be 
tested  with  carbon  dioxide-free  distilled 
water  so  that  the  resulting  solution  con¬ 
tains  5,000  to  •10,000  units  per  ml.  De¬ 
termine  the  pH  of  this  solution  at  25*  C. 
using  a  pH  meter  equipped  w’ith  a  glass 
and  a  calomel  electrode. 

(c)  Clarity.  Add  to  the  sample  by 
means  of  a  thoroughly  cleansed  hypo¬ 
dermic  needle  and  syringe  enough  of 
the  diluent  to  produce  a  solution  con¬ 
taining  5,000  to  10,000  units  per  ml. 
The  resulting  solution  must  be  substan¬ 
tially  free  of  any  turbidity  or  undis¬ 
solved  material  which  can  be  detected 
readily  without  accessory  magnification 
(except  such  optical  correction  as  may 
be  required  to  establish  normal  vision), 
when  the  solution  is  examined  against 
a  black  and  white  background  with  a 
bright  light  from  a  100  watt  lamp  or 
equivalent  lighting  after  holding  at  15* 
C.  (59*  F.)  or  less  for  48  hours. 

(d)  Microscopical  test  for  crystallinity 
of  sCdium  penicillin  and  potassium  peni¬ 
cillin.  Mount  in  mineral  oil  and  ex¬ 
amine  by  means  of  a  polarizing  micro¬ 
scope.  Crystalline  penicillin  shows  re¬ 
solvable  particles  which  reveal  the 
phenomena  of  birefringence  (interfer¬ 
ence  colors)  and  extinction  positions  on 
revolving  the  microscope  stage.  Crys¬ 


talline  penicillin  also  reveals  diagnostic 
refractive  indices  when  examined  by  the 
immersion  method. 

(e)  Stability  of  crystalline  penicillin. 
Store  a  weighed  sample  (approximately 
30  mg.)  of  crystalline  penicillin  in  an  un¬ 
stoppered  50  ml.  Erlenmeyer  fiash  for  4 
days  in  an  electric  oven  at  100*  C.  ±1*. 
At  the  end  of  this  period  it  does  not  show 
a  loss  of  more  than  10%  of  its  original 
potency  when  determined  as  follows: 
Dilute  a  weighed  sample  (approximately 
30  mg.)  with  1%  phosphate  buffer  at  pH 
6.0  to  a  concentration  of  approximately 
1.2  mg./ml.  (2,000  units/ml.).  Add  2.0 
ml.  aliquots  to  each  of  two  125  ml.  glass 
stoppered  Erlenmeyer  or  iodine  flasks. 
To  one  add  2.0  ml.  of  IN  NaOH  and  allow 
to  stand  at  room  temperature  for  15  min¬ 
utes.  At  the  end  of  this  time  add  2.0  ml. 


(f)  Crystalline  penicillin  G — (1)  Re¬ 
agents.  The  reagents  described  in  sub¬ 
divisions  (i),  (ii).  and  (iii)  of  this  sub- 
paragraph  are  freshly  prepared  every 
three  days  and  are  of  such  quality  that 
when  used  in  this  procedure  with  a 
known  penicillin  G  not  less  than  97  per¬ 
cent  of  penicillin  G  is  recovered. 

(1)  Amyl  acetate  solution.  Saturate 
the  amyl  acetate  with  the  N-ethyl  piperi¬ 
dine  salt  of  penicillin  G  by  adding  2  mg. 
of  the  salt  for  each  1  ml.  of  the  solvent. 
Cool  this  solution  to  0*  to  8*  C.  and  filter 
by  drawing  it  through  a  plug  of  cotton 
on  the  tip  of  a  pipette  immediately  be¬ 
fore  use. 

(il)  Acetone  solution.  Saturate  re¬ 
agent  grade  acetone  with  the  N-ethyl 
piperidine  salt  of  penicillin  G  using  3  mg. 
of  salt  for  each  1  ml.  of  acetone.  Cool 
this  solution  to  0*  to  8*  C.  and  filter  by 
drawing  it  through  a  plug  of  cotton  on 
the  tip  of  a  pipette  immediately  before 
use. 

(iii)  N-ethyl  piperidine  solution.  N- 
ethyl  piperidine  should  be  stored  in 
brown  bottles  in  a  refrigerator.  Dilute 
1.0  ml.  of  this  reagent  with  4.0  ml.  of 
amyl  acetate.  Saturate  this  solution 
with  the  N-ethyl  piperidine  salt  of  peni¬ 
cillin  G  using  about  3  mg.  of  the  salt  for 
each  1.0  ml.  of  solution.  Cool  this  solu¬ 
tion  to  0*  to  8*  C.  and  filter  by  drawing 
it  through  a  plug  of  cotton  on  the  tip  of 
a  pipette  immediately  before  use. 

(iv)  Phosphoric  acid  solution.  Pre¬ 
pare  by  dissolving  1.0  ml.  of  reagent 
grade  phosphoric  acid  (85%)  in  4.0  ml. 
of  water.  Cool  to  0*  to  8*  C.  and  shake 
before  using. 

(v)  Sodium  sulfate.  Use  powdered 
anhydrous  reagent  grade  sodium  sulfate. 

(2)  Procedure.  Add  4  ml.  of  distilled 
water  for  each  200,000  units  or  120  mg. 
of  the  sample  to  be  tested.  Pipette  a 
2.0  ml.  aliquot  into  a  glass  test  tube 
of  about  10  ml.  capacity  and  cool  to  0* 
to  5*  C.  Add  2  ml.  of  the  amyl  acetate 
solution  and  0.5  ml.  of  the  phosphoric 
acid  solution,  stopper  and  shake  vigor- 


Determine  the  potency  of  crystalline 
penicillin  G  by  the  method  prescribed  in 
paragraph  (e)  of  this  section. 


of  1.2N  HCl  and  add  10.0  ml.  of  O.OIN  I, 
(prepared  from  O.IN  !>  U.  S.  P.) .  (Equal 
volumes  of  IN  NaOH  and  1.2N  HCl  when 
mixed  give  pH  1.0).  After  15  minutes 
titrate  the  excess  iodine  using  O.OIN 
NaiSiOi  (prepared  from  O.IN  Na^S^Oj) 
standardized  accurately  against  potas¬ 
sium  iodate.  Toward  the  end  of  the 
titration  add  approximately  5  ml.  of  CCh. 
Continue  the  titration  by  the  addition  of 
0.01  to  0.02  ml.  portions  of  the  O.OIN 
Na^SsOt  shaking  vigorously  after  each 
addition.  The  end-point  is  reached 
>fhen  the  CCU  layer  becomes  colorless. 
To  the  second  flask  add  10  ml.  of  the 
O.OIN  II  and  titrate  immediately  with 
O.OIN  NaiSiOi  for  the  blank  determina¬ 
tion.  Regard  the  difference  in  titers  di¬ 
vided  by  2.52  as  the  milligrams  of  peni¬ 
cillin  sodium  salt. 


ously  for  approximately  15  seconds. 
Centrifuge  to  obtain  a  clear  separation 
of  the  two  layers  (approximately  20  sec¬ 
onds).  After  centrifuging  remove  as 
much  of  the  amyl  acetate  layer  as  pos¬ 
sible  (usually  about  1.7  to  1.8  ml.)  with 
a  2  ml.  hypodermic  syringe  equipped 
with  a  suitable  needle.  Place  about  0.1 
gm.  of  the  sodium  sulfate  in  a  micro 
filter  funnel  (approximately  10  mm.  di¬ 
ameter)  having  a  fritted  glass  disc  of 
medium  porosity  and  add  the  amyl  ace¬ 
tate  solution  from  the  hypodermic  syr¬ 
inge.  Collect  the  filtrate  by  suction 
in  a  small  test  tube  which  has  been 
placed  in  a  suction  flask.  Surround  suc¬ 
tion  flask  with  cracked  ice.  Pipette  a 
1.0  ml.  aliquot  of  the  amyl  acetate  fil¬ 
trate  into  a  tared  flat  bottom  glass  tube 
(approximately  15  x  50  mm.)  contain¬ 
ing  1.0  ml.  of  the  acetone  solution  and 
0.5  ml.  of  the  N-ethyl  piperidine  solu¬ 
tion.  The  time  elapsing  between  acidi¬ 
fication  and  the  addition  of  the  filtrate 
to  the  above  reagents  should  not  be  more 
than  three  minutes.  Place  the  glass 
tube  containing  this  mixture  in  a  large 
weighing  bottle,  stopper  the  bottle  and 
allow  to  stand  for  not  less  than  2  hours 
in  a  refrigerator  at  0*  to  8*  C.  Remove 
the  liquid  from  the  precipitate  by  means 
of  a  tared  micro  filter  stick  and  wash 
with  a  total  of  1  ml.  of  the  acetone  solu¬ 
tion  adding  the  latter  by  means  of  a 
hypodermic  syringe  equipped  with  a  fine 
needle.  Place  the  filter  stick  inside  the 
glass  tube,  dry  under  vacuum  at  room 
temperature  for  not  less  than  one  hour, 
and  weigh.  (Save  all  N-ethyl  piperdine 
penicillin  G  residues  for  saturating  re¬ 
agents).  Remove  a  1.0  ml.  aliquot  of 
the  original  aqueous  penicillin  solution 
and  dilute  to  25.0  ml.  (approximately 
2000  units  per  ml.)  with  1%  phosphate 
buffer  at  pH  6.0.  Using  2.0  ml.  aliquots 
of  ti^is  dilution,  determine  the  amount 
of  penicillin  in  the  original  solution  in 
mg./ml.  by  the  lodometrlc  assay  pro¬ 
cedure  described  in  paragraph  (e)  of 
this  section. 


(g)  Penicillin  K  content.  Determine 
the  content  of  penicillin  K  by  the  fol¬ 
lowing  method: 


_  .  .  Original  assay— Assay  after  4  days  at  100*  CxlOO 

Percent  loss  of  potency— - - - _  ,  .  -  , - - - — - - 

^  '  Original  assay 


^  ^  Wt.  In  mg.  N-ethyl  piperidine  penicillin  precipitate X  159.3 

ercen  o  pen  c  n  —  Mj[i[i^rams~of  penlcllllrT  In  2.0  ml.  of  original  solution 
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Dilute  a  weighed  sample  or  the  con¬ 
tents  of  a  vial  with  0.3  M  phosphate 
<Na.  HPO4  and  KH.PO.)  buffer  pH  6.0 
to  give  a  solution  containing  approxi¬ 
mately  1,000  units/ ml.  In  the  case  of 
calcium  penicillin  where  a  precipitate  of 
calcium  phosphate  occurs,  remove  the 
precipitate  by  filtration  and  u.se  the  clear 
filtrate.  Place  a  15.0  ml.  aliquot  of  this 
.solution  in  a  125  ml.  separatory  funnel, 
add  30.0  ml.  of  chloroform  U.  S.  P.  and 
.shake  for  one  minute.  (Carry  out  all 
operations  at  room  temperature.)  Al¬ 
low  the  mixture  to  stand  with  occasional 
swirling  to  settle  the  droplets  of  chloro¬ 
form  until  the  top  layer  is  clear  (usually 
about  10  minutes).  Draw  off  all  but 
about  2  ml.  of  the  lower  chloroform  layer 
thru  a  small  pledget  of  cotton  into  a 
glass  stoppered  flask.  Take  a  4.0  ml. 
aliquot  of  the  original  solution,  a  4.0  ml. 
aliquot  of  the  buffer  solution  remaining 
in  the  separatory  funnel  and  a  10.0  ml. 
aliquot  of  the  chloroform  solution  and 
determine  the  mg.,  ml.  of  penicillin  in 
each  by  the  iodomctric  assay  procedure 
described  In  paragraph  (e)  of  this  sec¬ 
tion  using  4.0  ml.  of  the  IN  NaOH  and 
4.0  ml.  of  the  1.2N  HCl  for  each  of  the 
above  aliquots.  Make  blank  determina¬ 
tions  on  the  same  size  aliquots.  Cal¬ 
culate  the  percent  penicillin  in  the  buffer 
layer  and  in  the  chloroform  layer  as 
compared  to  the  original  solution.  The 
sum  of  these  percentages  should  be 
100% ±2%.  The  percent  penicillin  K= 
(96.92  +  %  in  chloroform— %  in  buffer) 
X1.67.  (The  factors  in  the  above  for¬ 
mula  are  based  on  distribution  coeffi¬ 
cients  of  penicillin  K  and  G  between 
chloroform  and  aqueous  phosphate  buf¬ 
fer  at  pH  6.0.) 

§  141.6  Sodium  penicillin.  caZetum 
penicillin,  potassium  penicillin;  penicil¬ 
lin  X.  Dissolve  the  contents  of  a  100, COO 
unit  ampul  in  about  20  ml.  of  ice  cold 
distilled  water.  Transfer  quantitatively 
to  a  100  ml.  volumetric  flask,  rinsing  the 
ampul  with  small  portions  of  ice  cold 
water  and  make  to  100  ml.  Pipette  a  50.0 
ml.  aliquot  into  a  125  ml.  separatory 
funnel,  then  add  50.0  ml.  of  cold  chloro¬ 
form  and  shake  the  mixture.  Add  an 
amount  of  approximately  IN  H.SO*  to 
bring  the  pH  of  the  aqueous  layer  to  2.0. 
(The  amount  of  IN  H  SO4  to  be  added  is 
calculated  by  titrating  a  separate  5.0  ml. 
aliquot  of  the  100  ml.  dilution  to  pH  2.0 
using  a  suitable  pH  meter.)  Shake  the 
mixture  vigorously  for  one  minute.  Al¬ 
low  the  layers  to  separate  and  filter  the 
chloroform  through  a  small  pledget  of 
cotton,  moistened  with  chloroform,  into 
a  second  125  ml.  separatory  funnel. 
Shake  the  acid  aqueous  solution  with  a 
.second  50.0  ml.  of  cold  chloroform  and, 
when  the  layers  have  separated,  with¬ 
draw  the  chloroform  through  the  same 
filter  into  the  second  separatory  funnel. 
Immediately  neutralize  the  acid  aqueous 
.solution,  containing  the  penicillin  X, 
with  O.IN  NaOH  to  pH  6.5  to  7.0  using 
the  pH  meter  and  make  to  100  ml.  with 
water.  Make  appropriate  dilutions  In 
1%  phosphate  buffer  at  pH  6.0  and  as- 
.say  as  directed  in  §141.1  (f)  or  (h). 
Shake  the  combined  chloroform  ex¬ 
tracts,  containing  any  penicillin  G,  etc., 
with  small  successive  portions  of  cold 
NaHCO,  solution  (0.1%),  until  the  com- 
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bined  NaHCOj  extracts  give  a  pH  of  7.0, 
and  make  to  100  ml.  with  water.  Make 
the  proper  estimated  dilutions  in  1% 
phosphate  buffer  at  pH  6.0.  Assay  these 
last  dilutions  as  directed  in  §  141.1  (f) 
or  (h).  The  potency  of  the  penicillin 
X  fraction  plus  potency  of  the  penicillin 
G,  etc.,  fraction  should  approximate 
that  of  the  potency  of  the  original  .solu¬ 
tion.  All  of  the  above  extractions  should 
be  carried  out  in  a  cold  room. 

§  141.7  Penicillin  in  oil  and  wax — (a) 
Potency.  Proceed  as  directe'd  in  §  141.1 
except  paragraph  (i)  thereof  and,  in 
lieu  of  the  directions  in  paragraph  (d), 
of  §  141.1,  prepared  sample  as  follows: 

Liquefy  the  sample  by  warming,  thor¬ 
oughly  mix,  and  withdraw  1.0  ml.  using 
a  sterile  syringe  equipped  with  an  18 
gauge  needle.  Transfer  to  a  sei>aratory 
funnel  containing  approximately  50  ml. 
of  peroxide- free  ether.  Shake  the  sep¬ 
aratory  funnel  vigorously  to  bring  about 
complete  mixing  of  the  material  with  the 
ether.  Shake  with  a  25  ml.  portion  of 
1%  phosphate  buffer  at  pH  6.0.  Remove 
the  buffer  layer  and  repeat  the  extrac¬ 
tion  with  three  25-ml.  quantities  of 
buffer.  Combine  the  extracts  and  make 
the  proper  estimated  dilutions  in  1% 
phosphate  buffer  at  pH  6.0.  If  the  label 
represents  the  potency  of  the  penicillin 
in  oil  and  wax  as  200,000  units  per  ml. 
or  less,  ilPts  satisfactory  if  it  is  85%  or 
more  of  the  potency  so  represented;  if 
represented  as  more  than  200,000  units 
per  ml.,  it  is  satisfactory  if  it  is  907© 
or  more  of  the  potency  so  represented. 

(b)  Sterility.  Proceed  as  directed  in 
§  141.2,  except  that  sufficient  penicillin¬ 
ase  is  added  to  the  thioglycollate  medium 
to  inactive  the  penicillin  added  in  the 
test  and,  in  lieu  of  the  directions  in  the 
first  three  sentences  of  paragraph  (b) 
of  §  141.2,  proceed  as  follows: 

Liquefy  the  sample  by  warming  and 
add  aseptically  approximately  1,0  ml.  to 
9.0  ml.  of  sterile  warm  cottonseed  oil. 
Shake  vigorously.  Transfer  1.0  ml.  asep¬ 
tically  to  each  of  four  tubes  containing 
15  ml,  of  fluid  thioglycollate  medium  with 
added  penicillinase. 

(c)  Moisture.  Weigh  1.0  (±0.2)  gm. 
of  the  sample  into  a  shallow  moisture 
dish.  Dry  to  constant  weight  in  a  vac¬ 
uum  oven  at  a  uniform  temperature  not 
less  than  20“  C.  nor  more  than  25®  C, 
above  the  boiling  point  of  water  at  the 
working  pressure,  which  does  not  exceed 
100  mm.  of  mercury.  Constant  weight 
is  attained  when  successive  drivings  for 
1  hour  periods  show  additional,  loss  of 
not  more  than  0.1%.  Cool  the  sample 
In  an  efficient  desiccator  for  30  minutes 
before  reweighing. 

§  141.8  Penicillin  ointment — (a)  Po¬ 
tency.  Proceed  as  directed  in  §  141.1,  ex¬ 
cept  paragraph  (i)  thereof,  and,  in  lieu 
of  the  directions  in  paragraph  (d)  of 
§  141.1  prepare  the  sample  as  follows: 

Accurately  weigh  the  tube  and  con¬ 
tents  and  squeeze  0.5  to  1.0  gm.  into  a 
separatory  funnel  containing  approxi¬ 
mately  50  ml.  of  peroxide-free  ether.  Re¬ 
weigh  the  tube  to  obtain  weight  of  oint¬ 
ment  used  in  the  test.  Shake  ointment 
and  ether  until  homogeneous.  Shake 
with  a  25  ml.  portion  of  1%  phosphate 
buffer  at  pH  6.0.  Remove  the  buffer 
layer  and  repeat  the  extraction  with 


three  25  ml.  quantitle.s  of  buffer.  Com¬ 
bine  the  extracts  and  make  the  proper 
estimated  dilutions  in  1%  phosphate  buf¬ 
fer  at  pH  6.0.  The  potency  of  penicillin 
ointment  is  satisfactory  if  it  contains 
not  less  than  85%  of  the  number  of  units 
per  gram  it  is  represented  to  contain. 

«b)  Moisture.  Proceed  as  directed  in 
§  141.7  (c).  ^ 

(c)  Microorqanism  count.  Prepare 
nutrient  agar  as  directed  in  §  141.1  (b> 
(1).  Cool  to  appoximately  48°  C.  and 
add  sufficient  sterile  penicillinase  solu¬ 
tion  so  that  each  20  ml.  will  contain 
enough  to  completely  inactivate  the 
amount  of  penicillin  contained  in  the 
sample  under  test.  Pour  20  ml.  of  the 
agar-penicillinase  mixture  into  Petri 
dishes  and  allow  to  harden.  The  Petri 
dishes  are  warmed  to  37°  C.  just  before 
use.  Accurately  weigh  the  tube  and 
contents,  place  In  incubator  at  37°  C. 
for  one  hour,  then  squeeze  from  0.1  to 
0.5  gm.  of  the  ointment  onto  the  agar 
surface.  Reweight  tube  to  obtain  weight 
of  ointment  used  in  test.  Spread  the 
ointment  evenly  over  the  surface  of  the 
agar  with  a  sterile  gla.ss  rod,  invert,  and 
place  in  a  37°  C.  incubator  for  48  hours. 
Count  the  number  of  colonies  appear¬ 
ing  on  the  plates  and  calculate  there¬ 
from  the  number  of  viable  microrgan- 
isms  per  gm.  of  ointment. 

§  141.9  Tablets  buffered  penicillin — 
(a>  Potency.  Proceed  as  directed  in 
§  141.1,  except  paragraph  (i)  thereof 
and,  in  lieu  of  the  directions  in  para¬ 
graph  (d)  of  §  141.1,  prepare  sample  as 
follows: 

Place  12  tablets  in  a  mortar  and  add 
approximately  20  ml.  of  17o  phosphate 
buffer  at  pH  6.0.  Disintegrate  the  tab¬ 
lets  by  grinding  with  a  pestle.  Transfer 
with  the  aid  of  small  portions  of  the 
buffer  solution  to  a  500  ml.  volumetric 
flask  and  make  to  500  ml.  by  adding  suf¬ 
ficient  phosphate  buffer.  Make  the 
proper  estimated  dilutions  in  1%  phos¬ 
phate  buffer  at  pH  6.0.  The  average 
potency  of  tablets  buffered  penicillin  is 
.satisfactory  if  It  contains  not  less  than 
85%  of  the  number  of  units  per  tablet 
it  is  represented  to  contain. 

(b)  Moisture.  Proceed  as  described  in 
§  141.5  (a). 

§  141.11  Penicillin  with  aluminum  hy¬ 
droxide  gel — (a)  Sodium  penicillin,  cal¬ 
cium  penicillin,  potassium  penicillin. 
Proceed  as  directed  in  §§  141.1,  141.2, 
141.4,  and  141.5  (a)  and  (b),  and  if 
crystalline  penicillin,  (d),  (e),  and  (g), 
and  if  crystalline  penicillin  G,  (f). 

(b)  Aluminum  hydroxide  gel.  Thor¬ 
oughly  shake  the  aluminum  hydroxide 
gel  and  transfer  aseptically  1.0  and  0.1 
ml,  portions  in  triplicate  to  sterile  Petri 
dishes.  Pour  into  each  Petri  dish  20  ml. 
of  nutrient  agar,  described  in  §  141.1  (b) 
(1),  which  has  been  melted  and  cooled 
to  48°  C.  Thoroughly  mix  the  aluminum 
hydroxide  and  melted  agar.  Allow  the 
agar  to  solidify,  invert  the  Petri  dishes, 
and  incubate  for  48  hours  at  37°  C. 
Count  the  number  of  colonies  appearing 
on  the  plates  and  calculate  therefrom  the 
number  of  viable  bacteria  per  ml.  of  the 
aluminum  hydroxide  gel. 

§  141.12  Penicillin  troches — (a)  Po¬ 
tency,  Proceed  as  directed  in  §  141.1  ex- 
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cept  paragarph  (i)  thereof  and,  in  lieu 
of  the  directions  in  paragraph  (d)  of 
fi  141.1,  prepare  sample  as  follows: 

If  the  troche  does  not  contain  a  mas¬ 
ticatory  substance,  proceed  as  directed 
in  5  141.9  (a).  If  the  troche  contains  a 
masticatory  substance,  place  five  troches 
in  a  separatory  funnel  containing  75  ml. 
of  n -hexane;  shake  until ^e  troches  are 
dissolved.  Shake  with  a  25  ml.  portion 
of  1%  phosphate  buffer  at  pH  6.0.  Re¬ 
move  the  buffer  layer  and  repeat  the  ex¬ 
traction  with  three  25  ml.  quantities  of 
buffer.  Combine  the  extracts  and  make 
the  proper  estimated  dilutions  in  1% 
phosphate  buffer  at  pH  6.0.  The  aver¬ 
age  potency  of  the  troche  is  satisfactory 
if  it  contains  not  less  than  85%  of  the 
number  of  units  per  troche  it  is  repre¬ 
sented  to  contain. 

(b)  Moisture.  Proceed  as  directed  in 
5  141.5  (a)  or  if  it  contains  a  masticatory 
substance  as  directed  in  §  141,7  (c). 

§  141.13  Penicillin  dental  cones — (a> 
Potency.  Proceed  as  directed  in  §  141.1, 
except  paragraph  (i)  thereof  and,  in 
lieu  of  the  directions  in  paragraph  (d) 
of  §  141.1,  prepare  sample  using  5  cones 
as  directed  in  §  141.9  (a).  The  average 
potency  of  the  cone  is  satisfactory  if  it 
contains  not  less  than  85%  of  the  num¬ 
ber  of  units  per  cone  it  is  represented  to 
contain. 

(b)  Microorganism  count.  Accurately 
weigh  from  3  to  5  cones  in  a  small  test 
tube  and  add  sufficient  sterile  i>enicillin- 
ase,  contained  in  a  total  volume  of  2  ml. 
to  inactivate  the  penicillin  present.  Let 
stand  one  hour.  Thoroughly  shake  the 
mixture  and  transfer,  aseptically,  the 
entire  amount  to  a  sterile  Petri  dish. 
Pour  into  the  Petri  dish  20  ml.  of  nutri^t 
agar,  described  in  §  141.1  (b)  (1)  which 
has  been  melted  and  cooled  to  48*  C. 
Thoroughly  mix,  allow  the  agar  to  solidi¬ 
fy,  invert  the  Petri  dish,  and  incubate 
for  48  hours  at  37*  C.  Count  the  num¬ 
ber  of  colonies  appearing  on  the  plates 
and  calculate  therefrom  the  number  of 
viable  microorganisms  per  gm. 

(c)  Moisture.  Proceed  as  directed  in 
S  141.5  (a). 

§  141.14  Penicillin  with  vasoconstric¬ 
tor — (a)  Calcium  Penicillin.  Proceed  as 
directed  in  §§  141.1,  141.2,  141.3,  141.4, 
and  141.5  (a),  (b),  and  (c). 

§  141.15  Penicillin  for  surface  appli¬ 
cation — (a)  Potency.  Proceed  as  di¬ 
rected  in  §  141.9  (a)  using  the  contents 
of  12  immediate  containers. 

(b)  Microorganism  count.  Accurately 
weigh  approximately  0.5  gm.  in  a  small 
test  tube  and  add  suflBcient  sterile  peni¬ 
cillinase  contained  in  a  total  volume  of 
2  ml.  to  inactivate  the  penicillin  present. 
Let  stand  1  hour.  Thoroughly  shake  the 
mixture  and  transfer,  aseptically,  the  en¬ 
tire  amount  to  a  sterile  Petri  dish.  Pour 
into  the  Petri  dish  20  ml.  of  nutrient  agar, 
described  in  §  141.1  (b)  (1),  which  has 
been  melted  and  cooled  to  48*  C.  Thor¬ 
oughly  mix,  allow  the  agar  to  solidify, 
invert  the  Petri  dish,  and  incubate  for 
48  hours  at  37*  C.  Count  the  number  of 
colonies  appearing  on  the  plates  and  cal¬ 
culate  therefrom  the  number  of  viable 
microorganisms  per  gm. 

(c)  Moisture.  Proceed  as  directed  in 
§  141.5  (a). 


§  141.16  Tablets  alum  precipitated 
penicillin — (a)  Potency.  Proceed  as  di¬ 
rected  in  I  141.9  (a). 

(b)  Moisture.  Proceed  as  directed  in 
§  141.5  (a). 

§  141,17  Penicillin  sulfonamide  pow¬ 
der — (a)  Potency.  Proceed  as  directed 
in  §  141.9  (a)  using  the  contents  of  12 
immediate  containers. 

(b)  Moisture.  Proceed  as  directed  in 
§  141.5  (a). 

(c)  Sterility.  Proceed  as  directed  in 
§  141.2  except  that  sufficient  penicilli¬ 
nase  is  added  to  the  thioglycollate  me¬ 
dium  to  inactivate  the  penicillin  added 
in  the  test  and  in  lieu  of  the  directions 
in  the  first  three  sentences  of  paragraph 
(b)  of  §  141.2  proceed  as  follows: 

Suspend  aseptically  approximately 
one-fourth  of  the  sample  to  be  tested 
(about  0.5  gm.)  into  each  of  four  tubes 
containing  15  ml.  of  fluid  thioglycollate 
medium  with  added  penicillinase. 

§  141.18  Penicillin  vaginal  supposi¬ 
tories— -(&)  Potency.  Proceed  as  di¬ 
rected  in.  §  141.1  except  paragraph  (i) 
thereof  and  in  lieu  of  the  directions  in 
paragraph  (d)  of  §  147.1  prepare  sample 
as  follows: 

Place  5  suppositories  in  a  separatory 
funnel  containing  150  ml.  of  peroxide- 
free  ether.  Shake  the  separatory  fun¬ 
nel  vigorously  to  bring  abQii^  complete 
mixing  of  the  material  with  the  ether. 
Shake  with  a  25  ml.  portion  of  1%  phos¬ 
phate  buffer  at  pH  6.0.  Remove  the 
buffer  layer  and  repeat  the  extraction 
with  three  25  ml.  qhantities  of  buffer. 
Combine  all  extracts  and  make  the 
proper  e.stim^ited  dilutions  in  1%  phos¬ 
phate  buffer  at  pH  6.0.  The  average  po¬ 
tency  of  the  suppository  is  satisfactory 
if  it  contains  not  less  than  85%  of  the 
number  of  units  it  is  represented  to 
contain. 

<b)  Moisture.  Proceed  as  directed  in 
§  141.7  (c)  using  one  suppository. 

(c)  Microorganism  count.  Use  four 
suppositories  and  place  approximately 
one  fourth  of  each  into  each  of  four 
sterile,  tared  test  tubes.  Determine 
weight  of  sample  in  each  tube.  Melt  at 
37°  C.  and  add  sufficient  penicillinase 
to  Inactivate  the  penicillin  in  the  sam¬ 
ple.  Mix  thoroughly.  Incubate  for  one 
hour  at  37“  C.  Mix  thoroughly  and 
transfer  the  contents  of  each  tube  to 
25  ml.  of  nutrient  agar  prepared  as 
directed  in  §  141.1  (b)  (1)  cooled  to  ap¬ 
proximately  48“  C.  Mix  thoroughly  and 
pour  into  sterile  Petri  dishes.  Allow  to 
harden,  invert  and  incubate  at  37*  C. 
for  48  hours.  Count  the  number  of 
colonies  appearing  on  the  Petri  dish  and 
calculate  therefrom  the  number  of 
viable  microorganisms  per  gm.  of  sup¬ 
pository. 

§  141.19  Buffered  crystalline  penicil¬ 
lin.  Proceed  as  directed  in  §§  141.1, 
141.2,  141.3,  141.4,  141.5  and  141.6. 

§  141.20  Capsules  buffered  penicillin 
with  pectin  hydrolysate — (a)  Potency. 
Proceed  as  directed  in  §  141.1  except 
paragraph  (i)  thereof  and  in  lieu  of  the 
directions  in  paragraph  (d)  of  §  141.1 
prepare  samples  as  follows: 

Place  the  contents  of  12  capsules  and 
the  empty  capsules  into  a  500  ml,  vol¬ 
umetric  flask.  Add  approximately  200 


ml.  of  1%  phosphate  buffer  at  pH  6.0, 
shake  until  the  powder  has  dissolved 
and  the  capsules  have  gelatinized  and 
make  to  500  ml.  with  the  phosphate  buf¬ 
fer.  Make  the  proper  estimated  dilu¬ 
tions  in  1%  phosphate  buffer  at  pH  6.0. 
The  average  potency  of  capsules  buf¬ 
fered  penicillin  with  pectin  hydrolysate 
is  satisfactory  if  it  contains  not  less  than 
85%  of  the  number  of  units  per  capsule 
it  is  represented  to  contain. 

(b)  Moisture.  Proceed  as  directed  in 
§  141.5  (a)  utilizing  the  contents  of  4 
capsules. 

§  141.101  Streptomycin  sulphate, 
streptomycin  hydrochloride,  streptomy¬ 
cin'  phosphate,  streptomycin  trihydro¬ 
chloride  calcium  chloride;  potency. — (a) 
Cylinders  (cups).  Use  cylinders  de¬ 
scribed  under  §  141.1  (a). 

(b)  Culture  media.  Using  ingredients 
that  conform  to  the  standards  prescribed 
by  the  U.  S.  P.  or  N.  F.,  make  nutrient 
agar  for  the  seed  and  base  layers: 


Peptone  _  5. 0  gm. 

Beef  extract _  3.0gm. 

Agar  _  15.  Ogm. 

Distilled  wate  q.  s _  1,000.0  ml. 


pH  7.8  to  8.0  after  sterilization. 

(c)  Working  standard.  Keep  the 
working  standard  (obtained  from  the 
Food  and  Drug  Administration)  con¬ 
stantly  in  the  refrigerator  at  15“  C. 
(59“  F.)  or  below  in  tightly  stoppered 
vials,  which  in  turn  are  kept  in  larger 
stoppered  tubes  containing  anhydrous 
calcium  sulphate.  Weigh  out  carefully 
in  an  atmosphere  of  50  percent  relative 
humidity  or  less  appropriate  amounts  of 
the  working  standard  and  dilute  in  0.05 
M  potassium  phosphate  buffer  (pH  6.0 >. 
Keep  this  stock  solution  at  a  temperature 
of  about  15*  C.;  do  not  use  it  later  than 
30  days  after  it  is  made. 

(d)  Standard  curve.  Prepare  daily  in 
0.10  M  potassium  phosphate  buffer  (pH 
7.8  to  8.0)  a  20  mcg./ml.  solution  from 
the  stock  solution  described  in  §  141.101 
(c).  Transfer  to  ten  100  ml.  volumetric 
flasks,  containing  the  same  buffer,  the 
required  quantities  of  this  20  mcg./ml. 
solution  to  give  0.6,  0.7,  0.8,  0.9,  1.0,  1.1, 
1.2,  1.3,  1.4  and  1.5  mcg./ml.  solutions. 
A  total  of  27  plates  is  used  in  the  prepa¬ 
ration  of  the  standard  curve,  three 
plates  for  each  solution  except  the  1.0 
mcg./ml,  solution.  The  latter  concen¬ 
tration  is  used  as  the  reference  point 
and  is  included  on  each  plate.  On  each 
of  three  plates  fill  3  cylinders  with  the 
1.0  mcg./ml.  standard  and  the  other 
3  cylinders  with  the  concentration  un¬ 
der  test.  Thus  there  will  be  81  one  mi¬ 
crogram  determinations  and  9  deter¬ 
minations  for  each  of  the  other  points 
on  the  curve.  After  the  plates  have  in¬ 
cubated  read  the  diameters  of  the  cir¬ 
cles  of  inhibition.  Average  the  readings 
of  the  1.0  mcg./ml.  concentration  and 
the  readings  of  the  point  tested  for  each 
set  of  3  plates  and  average  also  all  81 
readings  of  the  1.0  mcg./ml.  concentra¬ 
tion.  The  average  of  the  81  readings  of 
the  1.0  mcg./ml.  concentration  is  the 
correction  point  for  the  curve.  Correct 
the  average  value  obtained  for  each 
point  to  the  figure  it  would  be  if  the  1.0 
mcg./ml.  reading  for  that  set  of  three 
plates  were  the  same. as  the  correction 
point.  Thus,  if  in  correcting  the  0.8 
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unit  concentration,  the  average  of  the  81 
readings  of  the  1.0  mcg./ml.  concentra¬ 
tion  is  16.5  mm.  and  the  average  of  the 
1.0  mcg./ml.  concentration  of  this  set  of 
3  plates  is  16.3  mm.  the  correction  is  0.2 
mm.  If  the  average  reading  of  the  0.8 
mcg./ml.  concentration  of  these  same 

3  plates  is  15.9  mm.  the  corrected  value 
is  then  16.1  mm.  Plot  these  corrected 
values  including  the  average  of  the  1.0 
mcg./ml.  concentration  on  2  cycle  semi¬ 
log  paper  using  the  concentration  in 
mcg./ml.  as  the  ordinate  (the  logarith¬ 
mic  scale)  and  the  diameter  of  the  zone 
of  inhibition  as  the  abscissa.  Draw  the 
standard  curve  through  these  points. 
The  ten  points  selected  to  determine  the 
curve  are  arbitrary  and  should  be  so 
chosen  that  the  limits  of  the  curve  will 
fill  the  needs  of  the  laboratory.  Howr 
ever,  the  potency  of  the  sample  under 
te.st  should  fall  in  the  interval  of  from 
60%  to  150%  of  the  correction  point  of 
the  standard  curve. 

(e)  Preparation  of  sample.  Dissolve 
volumetrically  in  sterile,  distilled  water, 
the  sample  to  be  tested  to  make  a  con¬ 
venient  stock  solution.  Further  dilute 
this  solution  volumetrically  to  contain 
100  meg.  of  streptomycin  base  (esti¬ 
mated)  per  ml.  Transfer  1.0  ml.  of  this 
100  meg.  (estimated)  per  ml.  solution 
to  a  100  ml.  flask  and  make  up  to  volume 
with  0.10  M  potassium  phosphate  buf¬ 
fer  (pH  7.8  to  8.0).  Use  this  last  dilu¬ 
tion  in  the  assay  for  potency. 

(f)  Preparation  of  spore  suspension. 
The  test  organism  is  Bacillus  subtilis 
•  American  Type  Culture  Collection 
6633).  Maintain  the  test  organism  on 
nutrient  agar  prepared  as  described  in 
§  141.1  (b)  (1).  Prepare  a  spore  sus¬ 
pension  by  growing  the  organism  in 
Roux  bottles  on  agar  of  this  same  com¬ 
position  for  one  week  at  37®  C.  Suspend 
the  spores  in  sterile  distilled  water  and 
heat  for  30  minutes  at  65®  C.  Wash  the 
spore  suspension  three  times  with  sterile 
distilled  water,  heat  again  for  30  minutes 
at  65°  C.  and  resuspend  in  sterile  dis¬ 
tilled  water.  Maintain  the  spore  sus¬ 
pension  at  approximately  15®  C.  Deter¬ 
mine  by  appropriate  tests  the  quantity 
of  spore  suspension  to  be  added  to  each 
100  ml.  of  agar  for  the  secondary  layer 
that  will  give  sharp  clear  zones  of 
inhibition. 

(g)  Preparation  of  plates.  Add  21  ml. 
of  agar  described  in  paragraph  (b)  of 
this  section  to  each  Petri  dish  (20x100 
mm.).  Melt  the  agar  to  be  used  for  the 
secondary  layer,  cool  to  55  to  60®  C.  and 
add  the  spore  suspension  prepared  in 
§  141.101  (f).  Mix  thoroughly  and  add 

4  ml.  to  each  of  the  plates  containing  the 
21  ml.  of  the  uninoculated  agar.  Tilt 
the  plates  back  and  forth  to  spread  the 
inoculated  agar  evenly  over  the  surface. 
Refrigerate  until  ready  to  add  strepto¬ 
mycin  (at  least  1  hour). 

(h)  Plate  assay.  Place  six  cylinders 
on  the  inoculated  agar  surface  so  that 
they  are  at  approximately  60°  intervals 
on  2.8  cm.  radius.  Use  three  plates  for 
each  sample.  Fill  three  cylinders  on 
each  plate  with  the  1.0  mcg./ml.  stand¬ 
ard  and  three  cylinders  with  the  1.0 
mcg./ml.  (estimated)  sample,  alternat¬ 
ing  standard  and  sample.  Incubate  the 
plates  for  16  to  18  hours  at  37®  C.  and 


measure  the  diameter  of  each  circle  of 
inhibition. 

(1)  Estimation  of  potency.  Average 
the  zone  readings  of  the  standard  and 
average  the  zone  readings  of  the  sample 
on  the  three  plates  used.  If  the  sample 
gives  a  larger  average  zone  size  than  the 
average  of  the  standard,  add  the  differ¬ 
ence  between  them  to  the  1.0  meg.  zone 
size  of  the  standard  curve.  If  the  aver¬ 
age  sample  value  is  lower  than  the  stand¬ 
ard  value,  subtract  the  difference  be¬ 
tween  them  from  the  1.0  meg.  value  on 
the  curve.  From  the  curve  read  the  po¬ 
tencies  corresponding  to  these  corrected 
values  of  zone  sizes. 

(j)  Turbidimetric  assay.  (1)  Employ 
the  agar  described  in  paragraph  (b) 
of  this  section  (adjusted  to  a  final  pH 
7.0)  for  maintaining  the  test  organism, 
which  is  Klebsiella  pneumoniae  (P.  C.  I. 
602)  non-capsulated.  Transfer  stock 
cultures  every  two  weeks  for  test  pur¬ 
poses.  Transfer  the  organism  to  fresh 
agar  slants  and  incubate  at  37'  C.  for  6 
hours.  Suspend  the  growth  from  two 
or  three  of  the.se  slants  in  sterile  dis¬ 
tilled  w'ater  and  add  approximately  5 ' 
ml.  of  culture  suspension  to  each  of  two 
Roux  bottles  containing  the  agar  de¬ 
scribed  in  paragraph  (b)  of  this  section. 
Incubate  the  bottles  for  six  hours  at 
37'  C..  harvest  the  growth  and  suspend 
in  sufficient  sterile  distilled  water  to  give 
a  light  transmission  reading  of  80% 
using  a  Alter  at  6500  Angstrom  units  in 
a  photoelectric  colorimeter.  Keep  the 
resulting  suspension  of  organisms  in  the 
refrigerator  and  use  for  a  period  not  to 
exceed  two  weeks.  Prepare  a  daily  in¬ 
oculum  by  adding  6.0  ml.  of  this  sus¬ 
pension  to  each  100  ml.  of  the  nutrient 
broth  i#epared  as  directed  in  paragraph 

(b)  (3)  of  this  section  cooled  to  a  tem¬ 
perature  of  approximately  15°  C. 

(2)  Working  standard  solutions.  Add 
the  following  amounts  of  a  1000  micro¬ 
gram  per  ml.  solution  prepared  from  the 
stock  .solution  descried  in  paragraph 

(c)  of  this  section  to  100  ml.  volumetric 
flasks  containing  sterile  distilled  water 
and  bring  to  volume  to  give  the  working 
stock  solutions  tabulated  below.  These 
9  flasks  are  well  stoppered  and  main¬ 
tained  at  approximately  15°  C.  for  one 
month.  Prepare  final  dilutions  daily  by 
adding  2.1  ml.  of  each  of  these  9  work¬ 
ing  stock  solutions  to  4.8  ml.  of  sterile 
distilled  water.  Add  1.0  ml.  of  each  final 
dilution  to  each  of  six  14  x  124  mm.  tubes 
(total  54  tubes).  Add  9.0  ml.  of  inocu¬ 
lated  broth  described  In  subparagraph 
(1)  of  this  paragraph  to  each  tube  and 
place  immediately  in  a  37®  C.  water  bath 
for  4  hours.  The  final  concentration  of 
streptomycin  per  ml.  of  broth  is  also 
included  in  the  table  below'. 


Amount  of 
standard  solu* 
tion  (I.IKIU 
uici!./ml.) 

Working  conr./ 
ml.  (also  p<T- 
ccllt  cone.) 

Final  cone, 
(meg. /ml.)  after 
addition  of  dis¬ 
tilled  water 
and  broth 

Ml. 

Meg. 

a  0 

fiO 

1.8 

7.0 

70 

2.1 

8.0 

80 

2.4 

0.0 

00 

2.7 

10.  0 

100 

3.0 

11.0 

110 

3.3 

12.0 

*120 

3.6 

13.0 

130 

3.9 

14.0 

140 

4.2 

222.” 

(3)  Preparation  of  sample.  Dilute  the 
sample  under  test  with  sterile  distilled 
water  to  contain  100  mcg./ml.  (esti¬ 
mated).  To  2.1  ml.  of  the  sample  add 
4.8  ml.  sterile  distilled  water.  Add  1.0 

ml.  of  this  dilution  to  each  of  six  14  x  124 

mm.  tubes.  Add  9.0  ml.  of  the  inocu¬ 
lated  broth  described  in  subparagraph 
(1)  of  this  paragraph  to  each  tube  and 
place  immediately  in  a  37®  C.  w’ater  bath 
for  4  hours.  A  control  tube  containing 
1.0  ml.  of  distilled  water  and  9.0  ml.  of 
the  inoculated  broth  is  similarly  incu¬ 
bated.  After  incubation,  add  4  drops  of 
formalin  to  each  tube,  and  read  the  light 
transmission  in  a  photoelectric  colorime¬ 
ter,  using  a  broad  band  filter  having  a 
wave  length  of  5,300  Angstrom  units, 

(4)  Estimation  of  potency.  Avei'age 
the  light  transmi.ssion  readings  for  each 
concentration  of  the  standard.  Plot 
these  values  on  cross  section  paper,  em¬ 
ploying  average  light  transmission  read¬ 
ings  as  the  ordinate,  and  streptomycin 
concentration  per  ml.  of  broth  as  the 
abscissa.  Prepare  the  standard  curve 
by  connecting  successive  points  with  a 
straight  edge.  Since  the  final  concen¬ 
tration  of  streptomycin  per  ml.  of  broth 
is  equivalent  to  the  concentration  per  ml. 
of  the  working  stock  solution  (see  table 
in  subparagraph  (2)  of  this* paragraph) 
the  latter  concentrations  for  each  con¬ 
centration  level  of  the  standard  may  be 
expressed  as  percent  and  substituted  on 
the  abscissa  of  the  standard  curve.  If 
this  is  done  the  percent  potency  of  the 
sample  under  test  may  be  read  directly 
from  the  standard  curve. 

(k)  The  potency  of  streptomycin  salts 
is  satisfactory,  when  assayed  by  the 
methods  described  in  this  section,  if  the 
immediate  containers  are  represented  to 
contain  the  equivalent  of  200  milligrams 
or  less  of  streptomycin  base  and  contain 
85%  or  more  of  the  number  of  milligrams 
so  represented:  more  than  the  equivalent 
of  200  milligrams  of  streptomycin  base- 
and  contain  90%  or  more  of  the  number 
of  milligrams  so  represented. 

§  141.102  Streptomycin  sulphate, 
streptomycin  hydrochloride,  streptomy¬ 
cin  phosphate,  streptomycin  trihydro¬ 
chloride  calcium  chloride;  sterility — 
(a)  Culture  medium.  Prepare  fluid 
thibglycolJate  medium  as  described  in 
§  141.2  (a). 

(b)  Conduct  of  test.  Add  aseptically 
20  ml.  of  sterile  di.stilled  water  to  the 
sample  under  test.  (This  will  give  a  con¬ 
centration  of  approximately  50  mg.  of 
streptomycin  per  ml.  with  the  1  gm.  vial.) 
Transfer  the  equivalent  of  25  mg.  of  this 
solution  to  5  ml.  of  a  sterile  solution  of 
1:300  hydroxylaminc  hydrochloride  ad¬ 
justed  to  pH  6.0  with  sodium  hydroxide. 
The  hydroxylamine  hydrochloride  is 
sterilized  at  15  lbs.  pressure  (121®  C.) 
for  20  minutes  and  prepared  once  a  week. 
Plix  thoroughly  and  let  stand  for  one 
hour.  Transfer  1.0  ml.  of  the  inactivated 
streptomycin  to  each  of  four  tubes  con¬ 
taining  15  ml.  of  fluid  thioglycollate  me¬ 
dium.  Inoculate,  one  of  these  tubes  with 
1.0  ml.  of  a  lilOOO  dilution  of  a  3  to  4 
hour  broth  (§  141.101  (j)  (1))  culture  of 
Klebsiella  pneumoniae  (P.  C.  I.  602)  and 
Incubate  all  four  tubes  for  four  days  at 
37°  C.  The  inoculated  tube  should  show 
growth  at  the  end  of  four  days;  if  so 
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and  no  other  tube  shows  growth,  the 
sample  is  sterile. 

§  141.103  Streptomycin  sulphate, 
streptomycin  hydrochloride,  streptomy¬ 
cin  phosphate,  streptomycin  trihydro¬ 
chloride  calcium  chloride;  toxicity.  Pro¬ 
ceed  as  directed  in  §  141.4  using  as  a  test 
dose  0.5  ml.  of  a  solution  containing  2 
mg./ml. 

S  141.104  Streptomycin  sulphate, 
streptomycin  hydrochloride,  streptomy¬ 
cin  phosphate,  streptomycin  trihydro¬ 
chloride  calcium  chloride;  pyrogens. 
Proceed  as  directed  in  §  141.3  using  as  a 
test  dose  1.0  ml.  per  kg.  of  a  solution  con¬ 
taining  10  mg./ml. 

§  141.105  Streptomycin  sulphate, 
streptomycin  hydrochloride,  streptomy¬ 
cin  phosphate,  streptomycin  trihydro¬ 
chloride  calcium  chloride;  histamine. 
Use  a  healthy  adult  cat  as  the  test  ani¬ 
mal.  Determine  weight  and  place  under 
general  anesthesia  by  employing  suflB- 
cient  (150  mg.  kg.>  sodium  phenobar- 
bital  administered  intraperitoneally. 
Surgically  expose  the  right  carotid  sep¬ 
arating  it  completely  from  all  surround¬ 
ing  structures,  including  the  vagus 
nerve,  by  blunt  dissection  and  cannulate. 
Surgically,  expose  the  femoral  vein. 
Start  the  recording  kymograph  and  in¬ 
spect  the  tracings  for  amplitude  of  ex¬ 
cursion  and  relative  stability  of  pressure. 
Determine  the  sensitivity  of  the  animal 
by  injecting  into  the  femoral  vein  stand¬ 
ard  solutions  of  histamine  made  to  con¬ 
tain  the  equivalent  of  1.0  meg.  of  his¬ 
tamine  base  per  ml.  Make  injections  at 
not  less  than  5-minute  intervals  using 
doses  of  0.05,  0.1,  and  0.15  meg.  of  his¬ 
tamine  base  per  kg.  Repeat  these  in¬ 
jections,  disregarding  the  first  series  of 
readings,  until  the  drop  given  by  equiva¬ 
lent  doses  of  histamine  is  relatively 
uniform.  The  fall  in  blood  pressure 
given  by  0.1  mcb.,  kg.  of  histamine  base 
<not  less  than  20  mm.  of  mercury)  is 
subsequently  employed  as  the  standard 
in  testing  samples.  The  histamine 
standard  is  supplied  on  request.  Inject 
3  mg.,  kg.  of  the  sample  of  streptomycin 
which  has  been  diluted  in  saline  to  con¬ 
tain  3.0  mg.  (estimated)  of  streptomycin 
per  ml.  maintaining  the  five-minute  in¬ 
jection  schedule.  If  a  significant  drop 
is  encountered  the  dose  is  repeated  after 
the  animal  has  been  retested  w’ith  the 
standard  histamine.  If  the  animal  re¬ 
mains  reasonably  stable,  six  to  eight 
samples  may  be  examined.  The  product 
is  satisfactory  if  the  fall  in  blood  pres¬ 
sure  obtained  with  3  mg.  of  streptomycin 
per  kg.  of  body  weight  is  no  greater  than 
the  fall  obtained  with  0.1  meg.  of  his¬ 
tamine  base  per  kg.  of  body  weight. 
(Dogs  may  be  substituted  for  cats  in 
this  test  provided  the  ratio  of  the  doses 
of  streptomycin  and  histamine  employed 
Is  the  same.) 

§  141.106  Streptomycin  sulphate, 
streptomycin  hydrochloride,  streptomy¬ 
cin  phosphate,  streptomycin  trih'ydro- 
chloride  calcium  chloride — (a)  Moisture. 
Proceed  as  directed  in  §  141.5  (a). 

(b)  pH.  Proceed  as  directed  in  §  141.5 
(b)  using  a  solution  with  a  concentration 
of  0.2  gm./ml: 


(c)  Clarity.  Proceed  as  directed  In 
§  141.5  (c)  using  an  aqueous  .solution  with 
a  concentration  of  0.2  gm./ml. 

This  order,  which  provides  for  tests 
and  methods  of  assay  of  a  new  penicillin 
product,  capsules  buffered  penicillin  with 
pectin  hydrolysate,  and  which  includes 
a  revision  of  all  of  the  existing  regula¬ 
tions  for  tests  and  methods  of  assay  of 
penicillin-containing  drugs  heretofore 
promulgated  and  published  in  Part  141 
and  which  also  provides  for  tests  and 
methods  of  assay  of  streptomycin-con¬ 
taining  drugs,  shall  become  effective 
upon  publication  in  the  Federal  Register 
since  both  the  public  and  the  affected 
industries  will  benefit  by  the  earliest 
effective  date,  and  I  so  find. 

Notice  and  public  procedure  are  not 
necessary  prerequisites  to  the  promul¬ 
gation  of  this  order  and  would  be  con¬ 
trary  to  the  public  interest,  and  I  so  find, 
since  it  was  drawn  in  collaboration  with 
interested  members  of  the  affected  in¬ 
dustries  and  since  it  would  be  against 
public  interest  to  delay  the  marketing  of 
these  drugs  products. 

Dated:  April  1,  1947. 

[seal]  Watson  B.  Miller, 

Administrator. 

|F.  R.  Doc.  47-3238:  Piled,  Apr.  3.  1947; 
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Part  144 — Certification  of  Batches  of 
Drugs  Composed  Wholly  or  Partly  of 
Insulin 

By  virtue  of  the  authority  vested  in  the 
Federal  Security  Administrator  by  provi¬ 
sions  of  section  506  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (52  Stat.  1040, 
1055,  as  amended  by  55  Slat.  851;  21 
U.  S.  C.,  Sup.  V,  356) ,  the  regulations  for 
the  certification  of  batches  of  drugs  com¬ 
posed  wholly  or  partly  of  insulin,  as 
amended,  are  hereby  repealed,  and  the 
follow’ing  regulations  substituted  there¬ 
for: 

0 

Sec. 

144.1  Definitions  and  interpretations  of 

terms. 

144.2  Requests  for  certification;  samples; 

storage;  approvals  preliminary  to 
certification. 

144.3  Certifications. 

144.4  Conditions  on  the  effectiveness  of 

certificates. 

144.5  Packaging. 

144.6  Labeling. 

144.7  Distinguishing  colors  on  packages. 

144.8  Records  of  distribution. 

144.9  Authority  to  refuse  certification 

service. 

144.10  Fees. 

144.11  Standards  of  quality,  and  purity  for 

protamine. 

144.12  Standards  of  identity,  strength,  qual¬ 

ity  and  purity  for  globln  Insulin 
(with  zinc). 

144.13  Tests  and  methpds  of  assay. 

Authority:  §§  144.1  to  144.13,  Inclusive, 
issued  under  sec.  506,  65  Stat.  851;  21  U.  S.  C. 
Sup.  356. 

§  144.1  Definitions  and  interpretations 
of  terms.  For  the  purpose  of  the  regu¬ 
lations  in  this  part: 

(a)  The  term  “insulin”  means  the  ac¬ 
tive  principle  of  pancreas  which  affects 


the  metabolism  of  carbohydrate  In  the 
animal  body  and  which  is  of  value  in  the 
treatment  of  diabetes  mellitus. 

(b)  The  term  “Insulin  U.  S.  P.”  mean.s 
the  insulin  injection  recognized  in  the 
official  United  States  Pharmacopoeia,- in¬ 
cluding  supplements  thereto. 

(c)  The  term  “protamine  zinc  insulin” 
means  the  protamine  zinc  Insulin  injec¬ 
tion  recognized  in  the  official  United 
States  Pharmacopoeia,  including  sup¬ 
plements  thereto. 

(d)  The  term  “globin  Insulin  (with 
zinc)”  means  the  insulin  preparation  de¬ 
scribed  in  &  M4.12. 

(e)  The  “master  lot”  means  a 

quantity,  which  is  purified  and  which  has 
been  mixed  in  one  container  so  as  to  be 
homogeneous,  of  (1)  a  concentrated  solu- 

•  tion  of  insulin,  or  (2)  the  insulin-con¬ 
taining  solids,  in  amorphous  or  cry.stal- 
line  form,  derived  from  one  or  more  such 
solutions. 

(f)  The  term  “batch”  mean.s  a  quan¬ 
tity  of  a  drug,  in  labeled  packages,  of 
uniform  composition  and  Intended  for 
administration  without  further  change, 
in  which  the  sole  insulin-containing  in¬ 
gredient  is  a  single  dilution  (which  has 
been  mixed  in  one  container  so  as  to  be 
homogeneous)  of  (1)  a  single  master  lot 
or  part  thereof,  or  (2)  a  mixture  of  two 
or  more  master  lots  or  parts  thereof: 
except  that  such  term  means  a  portion  of 
such  quantity  when  certification  of  such 
portion  is  requested. 

(g)  The  term  “master  lot  mark”  means 
an  identifying  mark  or  other  identifying 
device  assigned  to  a  master  lot  by  the 
manufacturer  thereof. 

(h )  The  term  “batch  mark”  means  an 
identifying  mark  or  other  identifying  de¬ 
vice  a.ssigned  to  a  batch  by  the  manufac¬ 
turer  thereof. 

(i)  The  term  “Commissioner”  means 
the  Commissioner  of  Food  and  Drugs. 

(j)  The  functions  and  duties  of  the 
Commissioner  under  the  regulations  in 
this  part  may  be  exercised  by  such  other 
responsible  officials  of  the  Food  and  Drug 
Administration  as  the  Commissioner  may 
designate  for  that  purpose. 

y  <k)  The  definitions  and  interpreta¬ 
tions  of  terms  contained  in  section  201 
of  the  act  shall  be  applicable  to  such 
terms  when  used  in  the  regulations  in 
this  part. 

§  144.2  Requests  for  certification; 
samples;  storage;  approvals  preliminary 
to  certification,  (a)  A  request  for  cer¬ 
tification  of  a  batch  shall  be  addressed  to 
the  Commissioner,  Food  and  Drug  Ad¬ 
ministration,  Federal  Security  Agency. 
Washington  25,  D.  C.  A  request  from  a 
foreign  manufacturer  shall  be  signed  by 
such  manufacturer  and  by  an  agent  of 
such  manufacturer  who  resides  in  the 
United  States. 

(b)  The  initial  request  for  certification 
submitted  by  any  person  shall  be  pre¬ 
ceded  or  accompanied  by  a  full  statement 
of  the  facilities  and  controls  used  to 
maintain  the  identity,  strength,  quality, 
and  purity  of  each  batch,  including  a 
description  of  (1)  the  equipment,  meth¬ 
ods,  and  processes  used  in  diluting  master 
lots  and  parts  thereof,  and  in  main¬ 
taining  the  identity,  strength,  quality, 
and  purity  of  master  lots  and  dilutions 
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therefrom;  (2)  the  tests  and  assays  made 
on  master  lots  and  mixtures  thereof,  on 
dilutions  and  batches  therefrom,  and  on 
ingredients  used  in  such  dilutions  and 
batches;  and  (3)  the  laboratory  facilities 
used  in  such  controls.  Such  initial  re¬ 
quest  shall  also  be  preceded  or  accom¬ 
panied  by  the  keys  to  the  master  lot 
marks  and  batch  marks  used  by  such 
person.  When  any  change  is  made  in 
any  of  such  facilities  or  controls,  or  in 
any  such  key,  the  next  request  for  cer¬ 
tification  thereafter  shall  be  accom¬ 
panied  by  a  full  statement  of  such 
change. 

(c)  A  person  who  requests  certification 
of  a  batch  shall  submit  in  connection 
with  his  request  statements  showing: 

(1)  The  master  lot  mark  of  each  master 
lot  used  or  to  be  used  wholly  or  partly 
as  an  ingredient  or  component  of  an  in¬ 
gredient  of  the  batch; 

(2)  The  quantity  of  each  such  master 
lot  so  used; 

(3)  The  original  quantity  of  each  such 
master  lot  (unless  such  information  has 
been  previously  submitted)*; 

(4)  The  quantity  of  the  batch;  and 

(5)  The  batch  mark. 

(d)  Except  as  otherwise  provided  in 
paragraphs  (g)  and  (h)  of  this  section, 
a  person  who  requests  certification  of  a 
batch  shall  submit  in  connection  with 
his  request  and  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(1)  The  single  master  lot  or  the  mix¬ 
ture  of  two  or  more  master  lots  or  parts 
thereof,  to  be  used  as  an  ingredient  of 
the  batch;  in  a  quantity  containing  ap¬ 
proximately  10,000  U.  S.  P.  Units  of  in¬ 
sulin. 

'2*  A  trial  dilution  made  from  such 
master  lot  or  mixture,  glycerine,  phenol 
or  cresol,  and  hydrochloric  acid,  which 
dilution  conforms  to  the  standard  of 
identity,  strength,  quality,  and  purity 
for  insulin  U.  S.  P..  except  that  it  may 
contain  either  20  U.  S.  P.  Units  or  40 
U.  S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter;  in  a  quantity  containing  approxi¬ 
mately  2.500  U.  S.  P.  Units  of  insulin. 

»3)  If  the  batch  is  to  be  protamine  zinc 
insulin,  a  trial  mixture  which  is  intended 
to  be  accurately  representative  of  the 
mixture  which  will  constitute  the  fin¬ 
ished  batch;  in  a  quantity  containing 
approximately  2,500  U.  S.  P.  Units  of 
insulin. 

(4)  If  the  batch  is  to  be  protamine  zinc 
insulin,  the  lot  of  protamine  used  as  an 
ingredient  of  the  trial  mixture  referred 
to  in  subparagraph  (3)  of  this  para¬ 
graph;  in  a  quantity  of  approximately  2 
grams. 

(5)  If  the  batch  is  to  be  globin  insulin 
(with  zinc),  a  trial  mixture  made  from 
the  master  lot  or  mixture  referred  to  in 
subparagraph  (I)  of  this  paragraph, 
globin,  zinc  chloride,  hydrochloric  acid, 
glycerin,  and  phenol  or  cresol,  which 
mixture  is  intended  to  be  accurately  rep¬ 
resentative  of  the  mixture  which  will  con¬ 
stitute  the  finished  batch;  in  a  quantity 
containing  approximately  2,500  U.  S.  P. 
Units  of  insulin. 

<6)  If  the  batch  is  to  be  globin  insulin 
(with  zinc),  the  lot  of  globin  hydro¬ 
chloride  from  which  the  globin  is  to  be 
prepared  for  use  as  an  ingredient  of  the 


trial  mixture  referred  to  in  subparagraph 
(5)  of  this  paragraph;  in  a  quantity  of 
approximately  5  grams. 

(7)  The  finished  batch;  in  a  quantity 
not  less  than  5  packages. 

(e)  Except  as  otherwise  provided  by 
paragraphs  (g)  and  (h)  of  this  section, 
a  person  w’ho  requests  certification  shall 
submit  in  connection  with  his  request  re¬ 
sults  of  the  tests  and  assays  listed  after 
each  of  the  following  materials,  made 
by  him  on  a  sample  of  such  material: 

( 1 )  The  master  lot  or  mixture,  referred 
to  in  paragraph  (d)  (I)  of  this  section: 
Ash,  nitrogen,  potency,  reaction,  sterility, 
and  zinc,  if  such  master  lot  or  mixture 
is  a  solution;  ash,  moisture,  nitrogen, 
potency,  and  zinc,  if  such  master  lot  or 
mixture  is  a  solid. 

(2)  A  trial  dilution  from  such  master 
lot  or  mixture,  of  the  potency  of  the 
trial  dilution  referred  to  in  paragraph 
(d)  (2)  of  this  section:  Ash,  nitrogen, 
reaction,  potency,  and  zinc. 

( 3 )  If  the  batch  is  to  be  protamine  zinc 
insulin,  the  trial  mixture  referred  to  in 
paragraph  (d)  (3)  of  this  section:  Nitro¬ 
gen,  reaction,  zinc,  and  biological  reac¬ 
tions  (by  the  tests  prescribed  in  the  offi¬ 
cial  United  States  Pharmacopoeia,  in¬ 
cluding  supplements  thereto). 

(4 )  If  the  batch  is  to  be  protamine  zinc 
insulin,  the  protamine  referred  to  in  par¬ 
agraph  (d)  (4)  of  this  section:  Moisture, 
nitrogen,  and  sulfate. 

(5)  If  the  batch  is  to  be  globin  insulin 
(with  zinc),  the  trial  mixture  referred 
to  in  paragraph  (d)  (5)  of  this  section: 
Nitrogen,  reaction,  zinc,  and  biological 
reaction  (by  the  test  prescribed  in 
§  144.13  (b)  or  (O). 

(6)  If  the  batch  is  to  be  globin  in¬ 
sulin  (with  zinc),  the  globin  hydrochlo¬ 
ride  referred  to  in  paragraph  (d)  (6)  of 
this  section:  Moisture,  nitrogen,  chlo¬ 
ride.  and  ash. 

(7)  The  fini.ched  batch:  Nitrogen,  re¬ 
action.  sterility,  zinc,  and  if  the  batch  is 
insulin  U.  S.  P..  ash. 

<f)  The  results  of  tests  and  assays  for 
the  following  shall  be  reported  in  the 
terms  indicated: 

(1)  Ash  (except  globin  hydrochlo¬ 
ride) — milligrams  per  1,000  U.  S.  P.  Units 
of  insulin. 

(2)  Ash  in  globin  hydrochloride — per¬ 
cent  by  weight^ 

(3)  Chloride— percent  by  weight  as 
HCl. 

(4)  Moisture — percent  by  weight. 

(5)  Nitrogen  (except  in  globin  hydro¬ 
chloride  and  protamine) — milligrams 
per  cubic  centimeter  in  the  cases  of  solu¬ 
tions  and  suspensions,  and  percent  by 
weight  in  the  case  of  solids. 

(6)  Nitrogen  in  globin  hydrochloride — 
percent  by  weight  calculated  to  a  mois¬ 
ture-free,  ash-free,  chloride-free  basis. 

(7)  Nitrogen  in  protamine — percent  by 
weight,  calculated  to  a  moisture-free 
basis. 

(8)  Potency — U.  S.  P.  Units  of  insulin 
per  cubic  centimeter  in  the  case  of  solu¬ 
tions,  and  U.  S.  P.  Units  of  insulin* per 
milligram  in  the  case  of  solids. 

(9)  Reaction — hydrogen  ion  concen¬ 
tration  (pH). 

(10)  Sulfate — percent  by  weight,  as 
SOi,  calculated  to  a  moisture-free  basis. 


(11)  Zinc — milligrams  per  cubic  centi¬ 
meter  in  the  cases  of  solutions  and  sus¬ 
pensions.  and  percent  by  weight  in  the 
case  of  solids. 

(g)  (1)  No  sample  referred  to  in  para¬ 
graphs  (d)  (1)  to  (6)  of  this  section,  in¬ 
clusive,  and  no  result  referred  to  in  para¬ 
graphs  (e)  (1)  to  (6)  of  this  section,  in- 

*  elusive,  is  required  if  such  sample  or  re¬ 
sult  has  been  submitted  in  connection 
with  a  previous  request  for  certification. 
No  sample  referred  to  in  paragraph  (d) 
(3)  of  this  section  and  no  result  referred 
to  in  paragraph  (e)  (3)  of  this  section 
is  required  if  the  batch  is  to  be  protamine 
zinc  insulin  of  80-unit  strength,  and  the 
Commissioner  has  previously  approved 
a  trial  mixture  referred  to  in  paragraph 
(d)  (3)  of  this  section  of  40-unit 
strength,  prepared  from  the  same  mate¬ 
rials  and  in  the  same  manner  (except 
for  adjustment  of  reaction  of  the  buffer 
solution)  as  such  batch  of  80-unit 
strength  is  to  be  made.  No  sample,  re¬ 
ferred  to  in  paragraph  (d)  (5)  of  this 
section  and  no  result  referred  to  in  para¬ 
graph  (e)  (5)  of  this  section  is  required 
if  the  batch  is  to  be  globin  insulin  (with 
zinc)  of  80-unit  strength,  and  the  Com¬ 
missioner  has  previously  approved  a  trial 
mixture  referred  to  in  paragraph  (d) 
(5)  of  this  section  of  40-unit  strength, 
prepared  from  the  same  materials  and  in 
the  same  manner  as  such  batch  of  80- 
unit  strength  is  to  be  made. 

(2)  Each  sample  submitted  pursuant 
to  this  section  shall  be  so  packaged  as 
to  maintain  its  representative  character, 
and  in  the  case  of  any  solution  or  sus¬ 
pension.  shall  be  collected  and  packaged 
under  aseptic  conditions.  Each  package 
shall  be  clearly  identified  as  to  its  con¬ 
tents  and  shall  bear  the  name  and  post- 
office  address  of  the  person  submitting 
the  request. 

(3)  The  packages  constituting  the 
samples  submitted  pursuant  to  para¬ 
graph  (d)  (7)  of  this  section  shall  be 
collected  at  such  intervals  that  the  quan¬ 
tities  packaged  between  collections  are 
approximately  equal;  in  no  case  shall 
any  such  quantity  be  more  than  10,000 
packages.  The  collections  shall  cover 
the  entire  period  of  packaging. 

(4)  Each  sample  submitted  pursuant 
to  paragraphs  (d)  (2),  (3),  and  (5)  of 
this  section  shall  be  accompanied  by  a 
statement  showing  the  identity,  quality, 
and  quantity  of  each  substance  used  as 
an  ingredient  or  as  a  component  of  an 
ingredient  in  the  material  from  which 

,  the  sample  was  taken. 

(5)  If  the  tests  and  assays,  results 
of  which  are  submitted  pursuant  to  para¬ 
graph  (e)  (2)  of  this  section,  were  not 
made  on  the  same  trial  dilution  as  that 
from  which  the  sample  submitted  pur¬ 
suant  to  paragraph  (d)  (2)  of  this  sec¬ 
tion  was  taken,  such  sample  shall  be  ac¬ 
companied  by  a  statement  showing  the 
identity,  quality,  and  quantity  of  each 
substance  used  as  an  ingredient  or  as  a 
component  of  an  ingredient  of  the  trial 
dilution  on  which  such  tests  and  assays 
were  made. 

(6)  The  value  for  each  of  the  compo¬ 
nents  ash.  nitrogen,  and  zinc  submitted 
pursuant  to  paragraphs  (e)  (1)  and  (2) 
of  this  section  may  be  calculated  from 
the  result  of  a  test  therefor  submitted 


pursuant  to  either  paragraph  (e)  (1)  or  wl 
^^2)  of  this  section.  The  resu  t  on  po-  na 
tencv  reouired  under  paragraph  (e)  (1) 
of  thls^tion  may  be  caleulaled  rom  th 
the  result  of  an  assay 

pursuant  to  paragraph  (e)  ^2>  of  t^s  ar 
^tion.  The  value  of  each  of  the  com-  re 
ponents  nitrogen  and  zinc  to  the  extent  d 

i-equired  under  paragraph  (e)  ™ 

section,  may  be  calculated  from  the 
suit  of  a  test  tlierefor  submitted  pur-  oi 
suant  to  either  paragraph  (e)  <3)  or  j5)  te 
of  this  section  or  from  the  result  of  a  ^ 
test  of  the  bulk  dilution  from  \ihich  the  i 

batch  was  prepared.  The  vaJue  for  e^h  tl 
of  the  components  ash,  nitrogen  and 
zinc  required  under  paragraph  (e)  (7)  si 
of  this  section  may.  if  the  batch  is  imu-  - 
lin  U  S.  P.,  be  calculated  from  the  result 
of  a  test  therefor  submitted  p^suant  a 
to  paragraphs  (e)  (1)  or  (2)  of  this  sec- 
lion  or  from  the  result  of  a  test  of  the  I 
bulk  dilution  from  which  the  batch  was 
prepared.  Each  calculated  value  shall  i 

be  indicated  as  such. 

(7)  The  information  required  tinder 
paragraphs  (c)  (1).  (2).  and  (3)  .of  this 
section,  and  the  samples  and  results  of 
tests  and  assays  required  under  para-  ' 
graphs  (d)  (1)  and  i2)'  and  (e)  (1) 
and  (2)  of  this  section  should  be  sub¬ 
mitted  before  submission  of  the  samples 
and  results  required  in  paragraphs  (d> 

(3)  to  1,6)  of  this  section,  inclusive,  and 
le)  (3)  to  (6)  of  this  section,  inclusive; 
and  the  samples  and  results  required 
under  paragraph  (d)  (3)  to  (6),  inclu¬ 
sive.  and  (e)  (3)  to  (6) .  inclusive,  should 
be  submitted  before  submission  of  tne 
information,  samples,  and  results  re¬ 
quired  under  paragraphs  (c)  (4)  and  ib)., 
(d)  (7),  and  (e)  (7>  of  this  section.  All 
information,  including  result  of  tests 
and  assays  (except  results  of  tests  for 
sterility),  required  under  this  section 
should  be  submitted  at  the  same  time  as 
the  samples  to  which  they  relate  are 
submitted.  ’ 

(h)  The  person  who  requests  certm- 
cations  shall  submit  such  informatmn 
additional  to  that  submitted  pursuant  to 
paragraphs  (b).  (c).  (e).  and  ig)  of  this 
section,  such  additional  samples  of  any 
.substance  referred  to  in  paragraph  (d) 
of  this  section,  and  such  samples  of  any 
other  .substance  used  or  to  be  used  as  an 
ingredient  or  as  a  component  of  an  in¬ 
gredient  in  the  batch,  as  the  Commis¬ 
sioner  may  require  for  the  purpose  of  in¬ 
vestigations  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  set  forth  by  §  144.2  for  the  issu¬ 
ance  of  a  certificate. 

(i)  After  a  sample  required  by  para¬ 
graph  (d)  of  this  section  is  taken  from 
any  master  lot  or  mixture  of  parts  of  two 
or  more  master  lots,  such  master  lot  or 
master  lots  and  all  parts  thereof,  and  all 
dilutions  and  batches  and  all  parts 
thereof  in  which  any  such  master  lot  is 
used  as  an  ingredient  or  as  a  component 
of  an  ingredient,  shall  be  stored  at  the 
establishment  where  manufactured  until 
used  up  or  shipped  or  otherwise  delivered, 
at  a  temperature  above  freezing  but  not 
above  15*  C.  (59°  F.),  and  under  such 
other  conditions  as  prevent,  so  far  as 
practicable,  any  change  in  composition; 
except  that  master  lots  and  parts  thereof 
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which  are  solids  may  be  stored  at  ordi¬ 
nary  room  temperatures. 

(j)  As  promptly  as  practicable  alter 
the  samples  submitted  pursuant  to 
graphs  (d)  (1)  and  (2)  of  this  section, 
and  any  other  material  or  information 
relative  thereto  that  may  be  required  un¬ 
der  this  section,  are  received  by  the  Com¬ 
missioner.  he  shall  notify  the  person  wh() 
submitted  such  samples  of  his  approval 
or  refusal  to  approve  the  use  of  the  mas¬ 
ter  lot  or  mixture  for  the  making  of  bulk 
dilutions.  In  case  of  a  refusal  to  approve, 
the  Commissioner  shall  state  his  reasons 

therefor.  . 

(k)  In  like  manner,  the  Commissioner 
shall  notify  the  person  who  submits 
samples  pursuant  to  paragraph  (d)  (3) 
to  (6)  of  this  section,  inclusive,  of  his 
approval  or  refusal  to  approve  the  use  of 
the  materials  represented  by  such  sam¬ 
ples  in  completing  the  manufacture  of 
the  batch.  In  case  of  a  refusal  to  ap¬ 
prove,  the  Commissioner  shall  state  his 
reasons  therefor. 

(1)  If,  under  the  provisions  of  para¬ 
graphs  (j)  or  (k)  of  this  section,  the 
Commissioner  has  refused  to  approve 
any  material  for  use  in  a  subsequent 
operation,  he  shall  examine  no  other 
sample  required  hereunder  which  in¬ 
cludes  such  material  as  an  ingredient  or 
component  of  an  ingredient,  unless  and 
until  the  person  requesting  certification 
makes  an  adequate  showing  that  the 
cause  for  such  refusal  no  longer  exists. 


§  144.3  Certifications,  (a)  If  it  ap¬ 
pears  to  the  Commissioner,  after  such  in¬ 
vestigation  as  he  considers  necessar j , 

^^(1)  The  information,  including  results 
of  tests  and  assays,  and  the  samples  re¬ 
quired  by  or  pursuant  to  §  144.2  have 
been  submitted  and  such  information 
contains  no  untrue  statement  of  a  mate- 
f ftct » 

i2)  The  batch  complies  with  these 
regulations  and  conforms  to  the  stand¬ 
ards  of  identity,  strength,  quality,  and 
purity  for  insulin  U.  S.  P.. 
zinc  insulin,  or  globin  insulin  (with  zi^c  . 
the  Commissioner  shall  certify  that  such 
batch  is  safe  and  efficacious  ^r  use  sub¬ 
ject  to  such  conditions  on  the  effective¬ 
ness  of  such  certifications  as  are  set 
forth  in  §  144.4,  and  lhall  issue  to  the 
person  who  requested  it  a  certificate  to 

that  effecL^e  ^Qj^missioner  detei'mine.s 
after  such  investigation  as  he  considers 
to  be  necessary,  that 
submitted  pursuant  to  144.2  or  th^i 
batch  covered  by  such  request,  does  not 
comply  with  the  requirements  set  forth 
in  paragraph  (a)  of  this  section  for  the 
issuance  of  a  certificate,  the  Commis- 
sioner  shall  refuse  to  certify 
and  shall  give  notice  thereof  to  the  ^r 
son  who  requested  certification,  stating 
his  reasons  for  refusal. 

(c)  For  the  purposes  of  his  investiga¬ 
tions  under  the  authority  of  this  section, 
the  Commissioner  may  accept,  w'hen  ne 
is  satisfied  as  to  the  completeness  and 
accuracy  thereof  the  results  of  any  tests 
or  assays  made  by  the  control  lalwratory 
of  the  Insulin  Committee  of  the  Univei- 
sity  of  Toronto,  pursuant  to  a  licensing 
kgreement  entered  into  prior  to  the  date 


of  enactment  of  Public  366,  77th 
Cong.,  1st  Sess.  (55  Stat.  851,  21  U.  S.  C. 

Sup.  V,  356). 

§  144.4  Conditions  on  the  effectiveness 
of  certificates,  (a)  A  certificate  shall  not 
become  effective: 

(1)  If  it  is  obtained  through  fraud, 
or  through  misrepresentation  or  conceal¬ 
ment  of  a  material  fact; 

(2)  With  respect  to  any  package  un¬ 
less  its  immediate  container  complies 
with  the  requirements  of  §  144.5  and  such 
package  lists  been  so  sealed  that  its  con¬ 
tents  cannot  be  used  without  destroying 
such  package  or  seal;  or 

(3)  With  respect  to  any  package  un¬ 
less  its  label  and  labeling  bear  all  word.s 
statements,  and  other  information,  and 
are  distinguished  by  the  color  or  colors, 
required  by  §§  144.6  and  144.7. 

(b)  A  certificate  shall  cease  to  be  ellec- 

^"^(\)  With  respect  to  any  package  of 
insuUn  U.  S.  P..  2  years  after  such  pack¬ 
age  is  removed  from  the  storage  required 

by  §  144.2  (i) ;  .  . 

(2)  With  respect  to  any  package  of 
protamine  zinc  insulin,  18  months  after 
the  immediate  container  therein  was 
filled  but  in  no  .case  shall  a  certificate 
remain  effective'  with  respect  to  any 
package  more  than  12  months  after  k 
is  removed  from  the  storage  required  by 

§144.2  (i);  ,  , 

(3)  With  respect  to  any  package  of 
globin  insulin  (with  zinc),  18  months 
after  the  immediate  container  therein 
was  filled,  but  in  no  case  shall  a  cer¬ 
tificate  remain  effective  with  respect  to 
any  package  more  than  12  months  aftei 
it  is  removed  from  the  storage  required 

by  §  144.2  (i) ;  ,  u 

I  (4)  With  respect  to  any  package,  when 
i  such  package  or  the  seal  thereof  oi  the 
immediate  container  therein  is  broken, 
or  when  its  label  or  labeling  ceases  to 
J  conform  to  any  requirement  of  §  144.6  or 

■  144.7;  or  ,  u  „ 

i  (5)  With  respect  to  any  package  when 

the  drug  therein  so  changes  that  it  fails 
:  to  meet  the  standards  of  identity. 

)  strength,  quality,  and  purity  upon  the 

-  basis  of  which  the  batch  was  certified.  . 

-  except  that  those  minor  changes  m 
■t  potency  (not  exceeding  10  percent  from 
®  the  potency  stated  on  the  label,  in  tne 
o  case  of  insulin  U.  S.  P.)  which  occur  be¬ 
fore  the  expiration  date,  and  w'hich  are 
normal  and  unavoidable  in  good  storape 

‘S  and  distribution  practice,  shall  be  dis* 
t)  regarded. 

§  144.5  Packaging.  Each  batch  shall 
h  be  packaged  in  immediate  containers  ol 
1C  colorless  transparent  glass.  Such  con- 
s-  tainers  shall  be  closed  with  a  substanw 
:h  through  which  successive  doses  may  be 
r-  withdrawn  by  hypodermic  needle  with* 
out  removing  the  closure  or  destroying 
its  effectiveness.  The  containers  ana 
closures  shall  be  sterile  at  the  time 
IP-  containers  are  filled  and  closed.  Tiie 
composition  of  the  containers  and  cio- 
"‘l  sures  shall  be  such  as  will  not  cause  an 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there- 
ng  for  prescribed  in  applicable  standards 
ite  strength,  quality,  and  purity. 
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§  144.6  Labeling.  Each  package  from 
a  batch  that  has  been  certified  in  accord¬ 
ance  with  the  regulations  in  this  part 
shall  bear,  on  its  label  or  labeling  as 
hereinafter  indicated,  the  following: 

(a)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container  of 
the  retail  package: 

(1)  The  batch  mark  of  such  batch; 
and 

<2)  The  strength  of  the  drug  in  terms 
of  U.  S.  P.  Units  of  insulin  per  cubic 
centimeter. 

(b)  On  the  outside  container  or  wrap¬ 
per  of  the  retail  package: 

( 1 )  The  statement  ‘‘Expiration 

date _ ”,  the  blank  being  filled  in  with 

the  date  on  wliich  the  certificate  appli¬ 
cable  to  such  batch  expires  with  respect 
to  such  package,  as  provided  in  §  144.4 
(b*  <1>.  (2),  or  (3> ;  and 

(2)  The  statement  “Keep  in  a  cold 
place;  avoid  freezing”. 

(c)  On  the  circular  or  other  labeling 
of  the  retail  package: 

<1)  A  statement  that  the  treatment 
of  diabetes  mellitus  is  an  individual 
problem  and  that  the  use  of  the  drug, 
the  time  of  its  administration,  the  num¬ 
ber  of  daily  doses  and  the  quantity  of 
each,  as  well  as  diet  and  exercise,  are 
problems  which  require  direct  and  con¬ 
tinuous  medical  supervision: 

(2)  A  statement  explaining  that  the 
volume  of  the  dose  depends  on  the  num¬ 
ber  of  units  of  insulin  per  cubic  centi¬ 
meter  stated  on  the  label,  and  that  the 
patient  should  understand  the  meaning 
of  the  volume  markings  on  the  syringe; 

(3)  A  de.scription  of  a  practicable 
method  for  sterilizing  the  needle  and 
syringe  before  use; 

(4)  A  description  of  the  technique  of 
withdrawal  from  the  vial  and  the  use  of 
an  antiseptic  on  the  stopper,  and  a 
caution  against  the  removal  of  the 
stopper: 

(5)  A  description  of  the  technique  for 
cleansing,  and  the  use  of  an  antiseptic 
on.  the  site  of  injection: 

(6»  A  statement  that  failure  to  com¬ 
ply  with  the  techniques  described  in  sub- 
paragraphs  (3).  <4).  and  (5)  of  this  par¬ 
agraph  may  lead  to  infection  of  the 
patient; 

(7>  A  statement  that  injection  should 
be  subcutaneous,  at  a  different  site  from 
that  of  the  preceding  injection,  and  a 
caution  against  intravenous  or  intra¬ 
muscular  use; 

<8*  An  explanation  of  hypoglycemia 
and  its  relation  to  over-dosage,  omission 
of  meals,  illness,  and  infection; 

(9»  A  statement  of  the  significance  of 
sugar  in  the  urine  and  of  the  necessity 
of  te.sts  therefor;  and 

(10)  A  caution  again.st  use  after  the 
expiration  date  shown  on  the  outside 
wrapper  or  container. 

(d)  On  the  circular  or  other  labeling 
of  the  retail  package,  if  the  batch  is 
insulin  U.  S.  P.  (in  addition  to  the  in¬ 
formation  required  by  paragraphs  (a), 
<b>.  and  (O  of  this  section),  a  caution 
against  use  if  the  drug  has  become  vis¬ 
cous  or  if  its  color  has  become  other 
than  water  clear. 

(e»  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container  of 
the  retail  package,  if  the  batch  is  prota¬ 


mine  zinc  insulin  (in  addition  to  the  in¬ 
formation  required  by  paragraphs  (a), 
(b),  and  (c)  of  this  section),  the  state¬ 
ment  “Shake  carefully,”  or  “Shake  well 
before  using,”  or  “Shake  well.” 

(f)  On  the  circular  or  other  labeling 
of  the  retail  package,  if  the  batch  is  pro¬ 
tamine  zinc  insulin  (in  addition  to  the 
information  required  by  paragraphs  (a), 
(b),  (c),  and  (e)  of  this  section); 

(1)  An  explanation  of  the  difference, 
as  compared  with  insulin  U.  S,  P.,  in  on¬ 
set  of  action,  duration,  and  the  time  and 
frequency  of  administration; 

(2)  A  caution  that  it  is  not  to  be  sub¬ 
stituted  for  in.sulin  U.  S.  P.,  except  on 
the  advice  and  direction  of  a  physician; 

(3>  A  statement  that  a  uniform  sus¬ 
pension  of  the  preparation  is  necessary 
and  is  brought  about  by  careful  shaking 
before  use; 

(4)  A  caution  against  use  when  the 
precipitate  has  become  lumped  or  granu¬ 
lar  in  appearance  or  has  formed  a  de¬ 
posit  of  solid  particles  on  the  wall  of  the 
container. 

(g)  On  the  circular  or  other  labeling  of 
the  retail  package,  if  the  batch  is  globin 
in.'^ulin  (.with  zinc),  (in  addition  to  the 
information  required  by  paragraphs  (a), 
(b),  and  (c)  of  this  section): 

(1)  An  explanation  of  the  difference, 
as  compared  with  insulin  U.  S.  P.  and 
with  protamine  zinc  in.sulin.  in  on.set  of 
action,  duration,  and  the  time  and  fre¬ 
quency  of  administration: 

«2)  A  caution  that  it  is  not  to  be  sub¬ 
stituted  for  insulin  U.  S.  P.  or  protamine 
zinc  insulin,  except  on  the  advice  and 
direction  of  the  physician;  and 

(3)  A  caution  against  use  if  any  tur¬ 
bidity  or  precipitate  has  developed  in  the 
solution. 

§  144.7  Distinguishing  colors  on  pack¬ 
ages.  (a)  The  outside  containers  or 
wrappers  of  the  packages,  and  the  labels 
on  the  immediate  containers,  of  each 
strength  of  insulin  U.  S.  P.  .shall  be  dis¬ 
tinguished  by  the  following  color; 

Red,  if  it  contains  40  U.  S.  P.  Units  of 
insulin  per  cubic  centimeter; 

Green,  if  it  contains  80  U.  S.  P,  Units 
of  insulin  per  cubic  centimeter; 

Orange,  if  it  contains  100  U.  S.  P. 
Units  of  insulin  per  cubic  centimeter; 

But  il  the  master  lot  used  w'as  in  crys¬ 
talline  form,  the  distinguishing  colors. 
Instead  of  those  prescribed  above,  may 
be  the  following: 

Red  and  gray,  if  it  contains  40  U.  S.  P. 
Units  of  insulin  per  cubic  centimeter; 

Green  and  gray,  if  it  contains  80  U. 
S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter. 

(b)  The  outside  containers  or  wrap¬ 
pers  of  the  packages,  and  the  labels  on 
the  immediate  containers,  of  each 
strength  of  protamine  zinc  in.sulin  shall 
be  distinguished  by  the  following  colors: 

Red  and  white,  if  it  contains  40  U. 
S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter; 

Green  and  white,  if  it  contains  80  U. 
S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter. 

(c)  The  outside  containers  or  wrap¬ 
pers  of  the  packages,  and  the  labels  of 
the  immediate  containers,  of  each 
strength  of  globin  insulin  (with  zinc) 


shall  be  distinguished  by  the  following 
colors; 

Red  and  brown.  If  it  contains  40  U. 
S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter; 

Green  and  brown,  if  it  contains  80  U. 
S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter. 

§  144  8  Records  of  distribution,  (a) 
The  person  to  whom  a  certificate  is 
issued  shall  keep  complete  records  show¬ 
ing  each  shipment  and  other  delivery 
(including  exports)  of  each  batch  or  part 
thereof,  by  the  person  requesting  certifi¬ 
cation,  and  showing  each  such  shipment 
and  delivery  into,  or  from  any  place  in, 
any  state  or  territory,  made  by  any  per¬ 
son  subject  to  his  control,  including 
records  showing  the  date  and  quantity 
of  each  such  shipment  and  delivery  and 
the  name  and  post  office  address  of  the 
person  to  whom  such  shipment  or  de¬ 
livery  was  made. 

(b)  Upon  the  request  of  any  officer  or 
employee  of  the  Food  and  Drug  Adminis¬ 
tration  or  of  any  other  officer  or  em¬ 
ployee  of  the  United  States,  acting  on 
behalf  of  the  Administrator,  the  person 
to  whom  a  certificate  is  issued,  at  all 
reasonable  hours  within  three  years  after 
disposal  of  all  the  batch  covered  by  such 
certificate,  shall  make  such  records 
available  to  any  such  officer  or  employee, 
and  shall  accord  to  such  officer  or  em¬ 
ployee  full  opportunity  to  make  inven¬ 
tory  of  stocks  of  such  batch  on  hand  and 
otherwise  to  check  the  correctne.ss  of 
such  records. 

§  144  9  Authority  to  refuse  certifica¬ 
tion  service.  When  the  Administrator 
finds,  after  giving  notice  and  opportunity 
for  hearing,  that  a  person  has: 

(a)  Obtained  or  attempted  to  obtain 
a  certificate  through  fraud,  or  through 
misrepresentation  *or  concealment  of  a 
material  fact; 

(b)  Falsified  the  records  required  to 
be  kept  by  §  144.8;  or 

(c)  Failed  to  keep  such  records  or  to 
make  them  available,  or  to  accord  full 
opportunity  to  make  an  inventory  of 
stocks  on  hand  or  otherwi.se  to  check  the 
correctness  of  such  records,  as  required 
by  such  section,  the  Administrator  may 
immediately  suspend  service  to  such  per- 
.son  under  the  regulations  in  this  part 
and  may  continue  such  suspen.sion  un¬ 
less  and  until  such  person  shows  ade¬ 
quate  cause  why  such  suspension  should 
be  terminated. 

§144.10  Fees,  (a)  Fees  for  the  serv¬ 
ices  rendered  under  the  regulations  in 
this  part  shall  be  such  as  are  necessary 
to  provide,  equip,  and  maintain  an  ade¬ 
quate  certification  service. 

(b)  The  fees  for  the  services  rendered 
with  re.spect  to  the  samples  submitted 
pursuant  to  §  144.2  (d)  shall  be: 

(1)  For  each  master  lot  or  mixture  of 
two  or  more  master  lots  or  parts  thereof 
as  follows: 

(i)  $50  if  the  ma.ster  lot  or  mixture 
has  not  been  previously  approved  by  the 
Commissioner. 

(ii)  $25  if  the  master  lot  or  mixture 
has  been  previously  approved  by  the 
Commissioner  in  accordance  with 
§  144.2  (j). 
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(2)  For  each  trial  dilution  as  follows; 

(i)  $50  If  the  results  of  an  assay  for 

potency  of  a  trial  dilution  made  by  the 
laboratory  referred  to  in  9  144.3  (c)  are 
submitted  or  are  to  be  submitted. 

(il)  The  cost  of  the  services  rendered 
If  the  results  referred  to  in  subparagraph 

(2)  (1)  of  this  paragraph  are  not  sub¬ 
mitted  and  are  not  to  be  submitted. 

(3)  For  each  trial  mixture  of  prota¬ 
mine  zinc  Insulin  as  follows: 

(i)  $50  If  the  results  of  tests  for  bi¬ 
ological  reactions  made  by  the  labora¬ 
tory  referred  to  in  §  144.3  <c)  are  sub¬ 
mitted  or  are  to  be  .submitted. 

<ii)  The  cost  of  the  services  rendered 
If  the  results  referred  to  in  subpxaragraph 
<3)  (1)  of  this  paragraph  are  not  sub¬ 
mitted  and  are  not  to  be  submitted. 

(4)  $50  for  each  lot  of  protamine. 

(5)  The  cost  of  the  services  rendered 
for  each  trial  mixture  of  globiji  Insulin 
<with  zinc). 

<6)  $50  for  each  lot  of  globln  hydro¬ 
chloride. 

(7) '  $8.00  for  each  package  in  the  sam¬ 
ple  of  the  finished  batch. 

Except  as  otherwise  provided  by  para¬ 
graph  (c)  of  this  section,  each  request 
for  certification  submitted,  or  the  initial 
sample  or  samples  submitted  in  connec¬ 
tion  therewith  pursuant  to  5  144.2  (d), 
which  ever  is  sent  first  to  the  Commis¬ 
sioner,  shall  be  accompMinied  by  such  fees 
as  are  prescribed  in  sp)ecific  amounts  for 
the  samples  submitted.  When  the  fee  is 
the  cost  of  the  services  rendered,  each 
sample  referred  to  in  subparagraph  (2) 
(ii)  of  this  paragraph  shall  be  accom¬ 
panied  by  an  advance  deposit  of  $1,200, 
each  sample  referred  to  in  subparagraphs 
<3)  <ii)  and  (5)  of  this  paragraph  shall 
be  accompanied  by  an  advance  deposit  of 
$500,  and  thereafter  such  additional  ad¬ 
vance  deposits  shall  be  made  as  the  Com- 
mis.sioner  estimates  may  be  necessary  to 
prevent  arrears  in  the  payment  of  such 
fee. 

(c>  A  per.son  requiring  continuing  cer¬ 
tification  services  may  maintain  an  ad¬ 
vance  deposit  of  the  estimated  costs  of 
such  services  for  a  period  of  two  months 
or  more.  Such  deposits  shall  be  debited 
with  fees  for  services  rendered,  but  shall 
not  be  debited  for  any  fee  the  amount  of 
which  is  not  definitely  specified  in  these 
regulations  unless  the  depositor  has  pre¬ 
viously  requested  the  performance  of  the 
services  to  be  covered  by  such  fee.  A 
monthly  statement  for  each  such  ad¬ 
vance  deposit  shall  be  rendered. 

(d)  The  unearned  portion  of  any  ad¬ 
vance  deposit  made  pursuant  to  para¬ 
graph  (b)  or  (c)  of  this  section  shall  be 
refunded  to  the  depositor  upon  his  appli¬ 
cation. 

<e)  All  advance  depo.sits  required  by 
the  regulations  in  this  part  shall  be  paid 
by  money  order,  bank  draft,  or  certified 
check  drawn  to  the  order  of  the  Treas¬ 
urer  of  the  United  States,  collectible  at 
par,  at  Washington,  D.  C.  . 

<f)  All  earned  fees  shall  be  deposited 
In  the  Treasury  of  the  United  States  to 
the  credit  of  Miscellaneous  Receipts, 
Federal  Security  Agency. 

§  144.11  Standards  of  quality  and 
purity  for  protamine.  When  protamine 
is  dried  to  constant  weight  at  100”  C.,  its 


total  nitrogen  content  Is  not  less  than 
22.5  percent  and  not  more  than  25.5  per¬ 
cent.  and  its  sulfate  content,  calculated 
as  8O4,  is  not  less  than  16  percent  and  not 
more  than  19  percent, 

9  144.12  Standards  of  identity, 
strength,  quality,  and  purity  for  globin 
insulin  (uHth  zinc).  Globin  insulin 
(With  zinc)  is  a  preparation,  in  a  hy¬ 
drochloric  acid  medium,  of  insulin  modi¬ 
fied  by  the  addition  of  globin  and  zinc 
chloride.  The  quantity  of  insulin  used 
Is  such  that  each  cubic  centimeter  of 
the  finished  product  contains  either  40 
or  80  U.  S.  P.  Units  of  insulin.  The 
quantity  of  globin  used  (calculated  as 
6.0  times  its  nitrogen  content)  is  not 
less  than  3.6  milligrams  and  not  more 
than  4.0  milligrams  for  each  100  U.  S.  P. 
Units  of  insulin  used.  The  preparation 
also  contains,  for  each  100  U.  S.  P.  Units 
of  insulin  used,  not  less  than  0.25  milli¬ 
gram  and  not  more  than  0.35  milligram 
zinc  and  not  more  than  1.50  milligrams 
total  nitrogen.  The  pH  of  the  finished 
preparation  is  not  less  than  3.4  and  not 
more  than  3.8.  If  necessary,  either  hy¬ 
drochloric  acid  or  sodium  hydroxide 
may  be  added  to  attain  the  required  pH. 
The  finished  preparation  also  contains 
not  less  than  1.30  and  not  more  than  1.70 
percent  (w/v)  glycerin,  and  not  less 
than  0.15  and  not  more  than  0.20  per¬ 
cent  (w/v)  cresol  U.  S.  P.,  or  not  less 
than  0.20  and  not  more  than  0.26  percent 
<W/ V)  phenol  U.  S.  P.  The  preparation 
is  sterile.  The  globin  used  is  obtained 
from  globin  hydrochloride  prepared 
from  beef  blood.  The  ash  content  of  the 
globin  hydrochloride  is  not  more  than 
0.3  percent;  its  nitrogen  content,  calcu¬ 
lated  to  a  moisture,  ash,  and  hydro¬ 
chloric  acid  free  basis,  is  not  less  than 
16.0  percent  and  not  more  than  17.5 
percent. 

§  144.13  Tests  and  methods  of  assay. 
The  following  tests  and  methods  of  assay 
are  prescribed  for  the  purposes  of  the 
regulations  in  this  part.  (All  reagents 
specified  herein  shall  be  of  U.  S.  P.  qual¬ 
ity  or  better.) 

(a)  Tests  and  methods  of  assay  for 
insulin  U.  S.  P.  and  for  protamine  zinc 
insulin.  The  tests  and  methods  of  assay 
for  insulin  U.  S.  P.  and  for  protamine 
zinc  insulin  shall  be  those  set  forth 
therefor  in  the  official  United  States 
Pharmacopoeia,  including  supplements 
thereto. 

(b)  Biological  reaction  for  globin 
insulin  (with  zinc)  containing  40  U.  S_.  P. 
Units  of  insulin  per  cubic  centimeter. 
The  rate,  amount,  and  duration  of  effect 
in  lowering  the  blood  sugar  of  rabbits  by 
globin  Insulin  (with  zinc)  is  determined 
by  comparing  the  average  blood  sugar 
concentrations  at  various  intervals  dur¬ 
ing  not  less  than  a  9-hour  observation 
period  following  the  administration  of 
globin  Insulin  (with  zinc)  subcutane¬ 
ously  into  rabbits,  with  the  average  blood 
sugar  concentrations  similarly  obtained 
by  administration  of  globin  insulin  (with 
zinc)  reference  material  prepared  as 
hereinafter  set  forth. 

(1)  Globin  insulin  (with  zinc)  refer¬ 
ence  material.  Prepare  the  globin  Insu¬ 
lin  (with  zinc)  reference  material  to  con¬ 
tain  40  U,  S.  P.  units  of  insulin  per  cubic 


centimeter  from  the  following  compo¬ 
nent  solutions  (or  solutions  of  the  same 
proportionate  composition  per  cubic 
centimeter)  by  adding  with  gentle  shak¬ 
ing,  to  a  suitable  volume  of  Solution  2, 
accurately  measured  at  room  tempera¬ 
ture,  an  equal  volume  of  Solution  3. 
Test  the  reaction  and  if  it  is  not  within 
the  limits  of  pH  3.4  to  pH  3.8  di.scard 
and  prepare  a  new  mixture  using  a 
freshly  prepared  sample  of  Solution  3  in 
which  the  hydrogen  ion  concentration 
has  been  suitably  adju.sted.  Store  in  a 
refrigerator  and  do  not  use  after  6 
months  have  Elapsed  from  the  date  of 
preparation. 

The  solutions  referred  to  above  are: 

Solution  I.  Dissolve  0.299  gram  zinc  oxide 
in  not  less  than  115  cubic  centimeters  and 
not  more  than  118  cubic  centimeters  of 
tenth-normal  hydrochloric  acid.  Add  30 
grams  glycerin.  3.5  grams  cresol  (or  4.6  grams 
phenol )  and  sufficient  distilled  water  to  make 
the  final  volume  1,000  cubic  centimeters. 

Solution  2.  Weigh  accurately  a  suitable 
quantity  of  U.  S.  P.  Zlnc-Insulln  Crystals 
Reference  Standard  and  dissolve  In  such 
quantity  of  Solution  1  as  to  obtain  a  concen¬ 
tration  of  80  U.  8.  P.  Units  of  insulin  per 
cubic  centimeter.  Store  In  a  refrigerator;  do 
not  use  after  3  months  from  the  date  of 
preparation. 

Solution  3.  Dissolve  not  les.«  than  100 
milligrams  of  the  reference  globin  hydro¬ 
chloride  In  distilled  water  In  the  proportion 
of  10  milligrams  per  cubic  centimeter.  To 
this  solution  add.  dropwlse,  with  gentle  stir¬ 
ring,  one-tenth  of  lt«  volume  of  tenth-normal 
sodium  hydroxide.  Dilute  with  distilled 
water  to  make  the  final  concentration  equiva¬ 
lent  to  3.36  milligrams  of  reference  globin 
hydrochloride  per  cubic  centimeter.  This 
solution  should  be  freshly  prepared  before 
use. 

(2'  Test  animal.  The  test  animal  shall 
be  the  same  as  that  (iescribed  in  the  offi¬ 
cial  United  States  Pharmacopoeia,  in¬ 
cluding  supplements  thereto,  for  the 
assay  of  insulin  U.  S.  P. 

(3)  Volume  of  the  globin  insulin  (with 
zinc)  reference  material  to  be  injected. 
The  volume  of  the  preparation  to  be 
injected  .shall  be  such  that  at  a  period 
of  from  6  to  8  hours  after  the  admin¬ 
istration  of  the  test  material,  the  blood 
sugar  is  not  greater  than  approximately 
90  percent  of  the  initial  value  but  the 
volume  is  not  so  great  as  to  cause  con¬ 
vulsions  in  more  than  25  percent  of  the 
ajiimals.  Do  not  dilute  the  preparations 
to  be  Injected  to  attain  the  above  re¬ 
quirements.  Make  Injections  with  a 
micrometer  syringe. 

(4)  Conduct  of  the  test  and  blood  sugar 
determination.  Proceed  as  directed  in 
the  official  United  States  Pharmacopoeia, 
including  supplements  thereto,  for  bio¬ 
logical  reaction  for  protamine  zinc  in¬ 
sulin.  except  that  the  samples  of  blood 
for  determination  of  blood  sugar  con¬ 
centrations  are  obtained  over  a  period  of 
not  less  than  9  hours,  instead  of  11  hours, 
after  the  injection. 

(5)  Interpretation  of  data.  Subtract 
the  average  blood  sugar  concentration  at 
each  bleeding  time  for  those  rabbits  in¬ 
jected  with  the  preparation  being  tested 
from  the  average  blood  sugar  concen¬ 
tration  at  the  comparable  bleeding  time 
for  those  rabbits  injected  with  the  globin 
insulin  (with  zinc)  reference  material. 

.The  average  blood-sugar  concentrations 
at  each  bleeding  time  from  the  beginning 
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of  the  test  up  to  and  including  5  hours 
after  the  injection  do  not  differ  by  more 
than  6  milligrams  per  100  cubic  centi¬ 
meters  and  at  each  subsequent  bleeding 
time  do  not  differ  by  more  than  8  milli¬ 
grams  per  100  cubic  centimeters.  Obtain 
the  average  of  the  differences  for  all 
bleeding  times  after  the  injection,  taking 
into  account  the  sign  of  each  difference; 
the  value  obtained  does  not  exceed  the 
limits  of  plus  or  minus  5. 

(c)  Biological  reaction  of  globin  in¬ 
sulin  (with  zinc)  containing  80  U.  S,  P. 
Units  of  insulUi  per  cubic  centimeter. 
Globin  insulin  (with  zinc)  containing  80 
U.  S.  P,  Units  of  insulin  per  cubic  centi¬ 
meter  is  tested  according  to  the  method 
prescribed  in  paragraph  (b>  of  this  sec¬ 
tion  for  the  assay  of  globin  insulin  (with 
zinc)  containing  40  U.  S.  P.  Units  of 
insulin  per  cubic  centimeter  except  that 
the  globin  insulin  (with  zinc)  reference 
material  is  so  prepared  as  to  contain  80 
U.  S.  P.  Units  of  insulin  per  cubic  centi¬ 
meter  with  zinc  and  globin  in  the  same 
relative  proportions  per  unit  of  insulin  as 
specified  for  the  globin  insulin  (with 
zinc)  reference  material  in  paragraph 

'  (b'  of  this  section. 

(d)  Identification  of  globin  insulin 
(u'ith  zinc).  Adjust  the  acidity  of  globin 
insulin  (with  zinc)  so  that  the  pH  is  not 
less  than  4.5  and  not  more  than  5.5.  A 
precipitate  forms.  Divide  the  sample 
containing  the  precipitate  into  two  por¬ 
tions.  Adjust  the  acidity  of  the  first 
sample  to  a  pH  not  less  than  2.5  and  not 
more  than  3.5  and  adjust  the  second 
sample  to  a  reaction  more  alkaline  than 
pH  11.0.  In  each  case  the  precipitate 
di.'^.solves  giving  a  clear  solution. 

Inject  subcutaneously  into  6  rabbits, 
from  which  food  has  been  withheld  for 
the  previous  18  to  24  hours  and  which 
weigh  1.8  to  2.2  kilograms  each,  a  quan¬ 
tity  of  globin  insulin  (with  zinc)  which 
will  cause  convulsions  in  at  least  3  ani¬ 
mals.  Immediately  after  convulsions 
occur  in  an  animal,  inject  intravenously 
into  that  animal  5  cubic  centimeters  of 
a  50  percent  aqueous  solution  of  dextrose. 
The  convulsion  is  relieved,  and  a  ma¬ 
jority  of  the  animals  which  have  shown 
convulsions  remain  alive  for  at  least  3 
days. 

(e)  Sterility  of  globin  insulin  (with 
zinc).  Use  the  method  described  in  the 
official  United  States  Pharmacopoeia,  in¬ 
cluding  supplements  thereto,  for  insulin 
U.  S.  P. 

(f)  Chloride  in  globin  hydrochloride<— 
(It  Conduct  of  the  test.  Weigh  accu¬ 
rately  approximately  0.5  gram  of  globin 
hydrochloride  into  a  small  beaker  and 
dissolve  in  10-15  cubic  centimeters  of 
di.'^tilled  water.  Add  10  cubic  centimeters 
of  tenth-normal  silver  nitrate.  5  cubic 
centimeters  of  nitric  acid,  and  5  cubic 
centimeters  of  a  saturated  solution  of 
potassium  permanganate.  Stir  and  place 
on  a  steam  bath  for  approximately  one 
hour.  If  any  brown  color  remains,  stir 
again,  rinse  the  sides  of  the  beaker  with 
distilled  water  and  place  on  the  steam 
bath  until  the  brown  color  disappears. 
Transfer  quantitatively  to  a  50-cubic 
centimeter  volumetric  fla.sk  and  fill  the 
flask  to  the  mark  with  distilled  water. 
Mix  and  filter  through  a  dry  filter  paper 
into  a  dry  vessel.  Transfer  exactly  40 
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cubic  centimeters  of  the  filtrate  to  a  flask, 
add  2  cubic  centimeters  of  ferric  am¬ 
monium  sulfate  Test  Solution  and  titrate 
with  tenth-normal  ammonium  thiocya¬ 
nate.  To  obtain  the  percent  chloride  as 
HCl,  subtract  1.25  times  the  number  of 
cubic  centimeters  of  ammonium  thiocya¬ 
nate  u.sed  from  10:  multiply  this  differ¬ 
ence  by  0.365  and  divide  by  the  weight  of 
the  sample  in  grams. 

(2)  Reagents.  The  reagents  used  are 
those  described  in  the  official  United 
States  Pharmacopoeia,  including  supple¬ 
ments  thereto, 

(g)  Sulfate  in  protamine — (1)  Con¬ 
duct  of  test.  Weigh  accurately  about 
10  milligrams  of  protamine  into  a  small 
casserole  or  beaker,  add  0.2  cubic  centi¬ 
meter  of  normal  sodium  hydroxide  and 
evaporate  carefully  to  dryness.  Heat 
over  a  flame  until  a  grayish-white  ash 
results.  Dissolve  the  ash  in  1  cubic  cen¬ 
timeter  of  tenth-normal  hydrochloric 
acid,  transfer  quantitatively  to  a  50- 
cubic  centimeter  calibrated  centrifuge 
tube,  neutralize  to  litmus  and  make  the 
volume  to  10  cubic  centimeters  with  dis¬ 
tilled  water. 

To  the  neutral  solution  add  2  cubic 
centimeters  of  benzidine  test  solution, 
referred  to  in  subparagraph  (2)  of  this 
paragraph,  and  4  cubic  centimeters  of 
95  percent  (w  v)  solution  of  acetone  in 
distilled  water.  Allow’  to  stand  for  10 
minutes  and  centrifuge  for  not  less  than 
15  minutes  at  approximately  3,000  revo¬ 
lutions  per  minute.  Carefully  remove 
the  supernatant  fluid  by  means  of  a  pi¬ 
pette  having  a  very  small  opening  at  the 
tip.  Wash  the  precipitate  twice,  using 
10  cubic  centimeters  of  95  percent  ace¬ 
tone  for  each  wa.shing.  Carefully  re¬ 
move  the  supernatant  acetone  and  place 
the  tube  in  a  boiling  w  ater  bath  until  the 
odor  of  acetone  disappears.  Suspend 
the  precipitate  with  10  cubic  centimeters 
of  distilled  w’ater,  introduce  1  drop  of 
phenolphthalein  test  solution  U.  S.  P. 
and  titrate  while  hot  w’ith  fiftieth-nor¬ 
mal  sodium  hydroxide  to  the  first  faint 
permanent  pink,  observing  carefully 
whether  all  particles  of  the  benzidine 
sulfate  precipitate  have  dissolved  and, 
if  not  reheating  to  bring  the  last  trace.*^ 
into  solution.  Use  a  burette  graduated 
in  divisions  of  not  more  than  0.05  cubic 
centimeter  so  that  readings  can  be  esti¬ 
mated  to  0.01  cubic  centimeter. 

Each  cubic  centimeter  of  fiftieth- 
normal  sodium  hydroxide  is  equivalent 
to  0.960  milligram  of  sulfate  (SO*). 
Calculate  the  results  to  a  moisture-free 
basis, 

(2)  Reagent.  Benzidine  test  solution. 
Dissolve  4  grams  of  benzidine  in  45  cubic 
centimeters  of  normal  hydrochloric  acid 
and  dilute  to  250  cubic  centimeters  with 
distilled  water.  Before  use.  remove  by 
filtration  through  ash-free  filter  paper 
any  brown  residue  present. 

(h)  Total  nitrogen  vi  globin  insulin 
(with  zinc)  and  globiti  hydrochloride. 
Determine  total  nitrogen  by  the  method 
described  in  the  official  United  States 
Pharmacopoeia,  including  supplements 
thereto,  for  insulin  U.  S.  P. 

(1)  Zinc  in  insulin-containing  solu¬ 
tions,  in  protamine  zinc  insulin,  and  in 
globin  insulin  (with  zinc).  Use  the 
method  described  in  the  official  United 


States  Pharmacopoeia,  including  sup¬ 
plements  thereto,  for  Insulin  U.  S,  P. 

(j)  Zinc  in  insulin-containing  solids. 
Dissolve  10  to  20  milligrams,  accurately 
weighed,  of  insulin-containing  solids  in 
5  to  10  cubic  centimeters  of  di.stilled 
water  containing  1  drop  of  five-normal 
hydrochloric  acid,  and  proceed  as  di¬ 
rected  in  the  official  United  States 
Pharmacopoeia,  including  supplements 
thereto,  under  the  test  for  zinc  in  insu¬ 
lin  U.  S.  P. 

(k)  The  Commissioner  shall,  for  the 
purposes  of  the  tests  and  assays  pre¬ 
scribed  under  this  section,  provide  a 
suitable  reference  globin  hydrochloride, 
and  shall,  at  cost,  furnish  any  person 
making  written  request  therefor  a  sam¬ 
ple  thereof. 

The  foregoing  order  shall  become  ef¬ 
fective  on  date  of  publication,  since  the 
public  and  the  affected  industry  will 
benefit  thereby,  and  I  so  find. 

Notice  and  public  procedure  are  not 
necessary  prerequisites  to  the  promulga¬ 
tion  of  this  order,  and  I  so  find.  The 
order  is  essentially  a  compilation  of  ex¬ 
isting  regulations  heretofore  promul¬ 
gated  and  published  in  this  part  except 
that  standards  and  tests  and  methods  of 
assay  for  protamine  zinc  insulin,  which 
appear  in  the  latest  official  United  States 
Pharmacopoeia  and  thus  are  unneces¬ 
sary  in  these  regulations,  have  been  de¬ 
leted.  Some  revision  has  been  made  in 
the  reaction  test  for  globin  insulin  (with 
zinc).  These  changes,  as  well  as  the 
original  regulations  and  previous 
amendments,  all  of  which  appear  in  this 
compilation,  were  drawn  in  collabora¬ 
tion  with  the  affected  industry  for  who.se 
convenience  the  compilation  has  been 
prepared. 

Dated:  March  31,  1947. 

fsEALl  Watson  B.  Miller. 

Administrator. 

[P.  R.  Doc.  47-3237;  Filed,  Apr.  3,  1947: 

8:47  a.  m.] 


Part  146 — Certification  of  Batches  of 
Penicillin  or  Streptomycin-Contain¬ 
ing  Drugs 

By  virtue  of  the  authority  ve.sted  in 
the  Federal  Security  Administrator  by 
the  provisions  of  sections  507  and  701 
(a)  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  (52  Stat.  1040,  1055,  as  amend¬ 
ed  by  59  Stat.  463  and  Pub.  Law  16,  80th 
Cong.,  1st  Sess.;  21  U.  S.  C.  371  (a) ;  21 
U.  S.  C.  Sup.  357)  the  regulations  for  the 
certification  of  batches  of  penicillin-con¬ 
taining  drugs  (11  F.  R.  12136) ,  as  amend¬ 
ed,  are  hereby  repealed  and  the  following 
regulations  for  the  certification  of  pen¬ 
icillin-containing  drugs  and  strepto¬ 
mycin-containing  drugs  are  substituted 
therefor; 

DEFINITIONS 

Sec. 

146  1  Definitions  and  Interpretations. 

GENERAL  PROVISIONS 

146.2  Requests  for  working  standard  and 

certification;  information  and 
samples  required. 

146.3  Certification. 
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RULES  AND  REGULATIONS 


Sec. 

146.4  Conditions  on  the  elTectiveness  of 

certificates. 

146.5  Records  of  distribution. 

146.6  Authority  to  refuse  certification  serv¬ 

ice. 

146.7  New  penicillin^  products. 

146.8  Fees. 

146.18  Exemptions  for  labeling. 

146.19  Exemptions  for  storage. 

146.20  Exemptions  for  processing. 

146.21  Exemptions  for  repacking. 

146.22  Exemptions  for  manufacturing  use. 

146.23  Exemptions  for  Investigational  use. 
146  24  Sodium  penicillin,  calcium  penicillin, 

potassium  penicillin. 

146.25  Penicillin  in  oil  and  wax. 

146.26  Penicillin  ointment. 

146.27  Tablets  buffered  penicillin. 

146  29  Penicillin  with  aluminum  hydroxide 
gel. 

146.30  Penicillin  troches. 

146.31  Penicillin  dental  cones. 

146.32  Penicillin  with  vasoconstrictor. 

146.33  Penicillin  for  surface  application. 

146.34  Tablets  alum  precipitated  penicillin. 

146.35  Penicillin  sulfonamide  powder. 

146.36  Penicillin  vaginal  suppositories. 

146.37  Buffered  crystalline  penicillin. 

146.38  Capsules  buffered  penicillin  with 

pectin  hydrolysate. 

146.101  Streptomycin  sulphate,  streptomycin 
hydrochloride,  streptomycin  phos¬ 
phate,  streptomycin  trihydrochlo¬ 
ride  calcium  chloride. 

AuTHoamr:  f|  146.1  to  146.101,  Inclusive, 
Issued  under  secs.  507,  701  (a),  52  Stat.  1040, 
as  amended  by  59  Stat.  4S3,  Pub.  Law  16,  80th 
Cong.;  21  U.  S.  C.  and  Sup.,  357,  371  (a) . 

DEFINITIONS 

S  146.1  Defiyiitions  and  interpreta¬ 
tions.  For  the  purpose  of  the  regula¬ 
tions  in  this  part: 

<a)  Each  of  the  several  antibiotic  sub¬ 
stances  (e.  g.  penicillin  F,  penicillin  G, 
penicillin  X)  produced  by  the  growth  of 
Penicillium  notatum  or  Penicillium 
chry.sogenum,  and  each  of  the  same  sub¬ 
stances  produced  by  any  other  means,  is 
a  kind  of  penicillin. 

Whenever  the  term  “penicillin”  ap¬ 
pears  in  the  regulations  in  this  part  It 
means  sodium  penicillin,  calcium  peni¬ 
cillin,  or  potassium  penicillin,  or  any 
combination  of  two  or  all  of  these,  unless 
otherwi.se  specified. 

(b)  Each  of  the  several  antibiotic  sub¬ 
stances  produced  by  the  growth  of  Strep- 
tomyces  griseus  and  each  of  the  same 
substances  produced  by  any  other  means. 
Is  a  kind  of  streptomycin. 

Wherever  the  term  ‘streptomycin”  ap¬ 
pears  in  the  regulations  In  this  part  it 
means  streptomycin  sulphate,  strepto¬ 
mycin  hydrochloride,  streptomycin  phos¬ 
phate,  or  streptomycin  trihydrochloride 
calcium  chloride,  or  any  combination  of 
two  or  all  of  the.se,  unless  otherwise  spec¬ 
ified. 

(c)  The  term  “penicillin  master 
standard”  means  a  specific  lot  of  crys¬ 
talline  sodium  penicillin  G  (.sodium  peni¬ 
cillin  II)  which  is  designated  by  the 
Commissioner  as  the  standard  of  com¬ 
parison  in  determining  the  potency  of 
the  penicillin  working  standard. 

(d)  The  term  “streptomycin  master 
standard”  means  a  specific  lot  of  crys¬ 
talline  trihydrochloride  calcium  chloride 
salt  of  streptomycin  which  is  designated 
by  the  Commissioner  as  the  standard  of 
comparison  in  determining  the  potency 
of  the  streptomycin  working  standard. 


(e)  The  term  "unit”  means  a  penicil¬ 
lin  activity  contained  in  0.6  microgram 
of  the  penicillin  master  standard;  the 
term  “penicillin  potency”  means  the 
number  of  such  units  in  a  specified  quan¬ 
tity  of  a  substance. 

(f)  The  term  “microgram"  means  the 
streptomycin  activity  (potency)  con¬ 
tained  in  1.3  micrograms  of  the  strepto¬ 
mycin  ma.ster  standard. 

(g)  The  term  “penicillin  working 
standard”  means  a  specific  lot  of  a  homo¬ 
geneous  preparation  of  one  or  more  peni¬ 
cillin  salts:  the  term  “streptomycin 
working  standard”  means  a  specific  lot 
of  a  homogeneous  preparation  of  one  or 
more  streptomycin  salts;  the  potency  of 
each  preparation  has  been  determined  by 
comparison  with  Its  master  standard 
and  each  has  been  designated  by  the 
Commissioner  as  working  standards  for 
use  in  determining  the  potency  of  drugs 
subject  to  the  regulations  in  this  part. 

(h)  The  term  “batch”  means  a  specific 
homogeneous  quantity  of  a  drug. 

(i)  The  term  “batch  mark”  means  an 
Identifying  mark  or  other  Identifying 
device  asigned  to  a  batch  by  the  manu¬ 
facturer  or  packer  thereof, 

(j)  The  term  “Commissioner”  means 
the  Commissioner  of  Food  and  Drugs  and 
any  other  officer  of  the  Food  and  Drug 
Administration  whom  he  may  designate 
to  act  in  his  behalf  for  the  purpo.ses  of 
the  regulations  in  this  part, 

(k)  The  term  “U.  S.  P."  means  the 
official  Pharmacopoeia  of  the  United 
States,  including  supplements  thereto. 
The  term  “N.  F.”  means  the  official  Na¬ 
tional  Formulary,  including  supplements 
thereto. 

(l)  The  term  “manufacture”  does  not 
include  the  use  of  a  drug  as  an  ingredient 
in  compounding  any  prescription  issued 
in  his  professional  practice  by  a  physi¬ 
cian.  dentist,  or  veterinarian  licensed  by 
law  to  administer  or  apply  such  drug. 

<m)  All  statements,  samples,  and  other 
Information  and  materials  submitted  in 
connection  with  a  request  for  certifica¬ 
tion  shall  be  considered  to  be  a  part  of 
such  request. 

^  (n)  The  definitions  and  Interpretations 
of  terms  contained  in  section  201  of  the 
act  shall  be  applicable  to  such  terms  when 
iLsed  in  the  regulations  in  this  part. 

(o)  Except  as  specifically  provided  by 
§5  146.8  to  146.23,  inclusive,  no  provision 
of  any  section  in  this  part  shall  be  con¬ 
strued  as  exempting  any  drug  from  any 
applicable  provision  of  the  act  or  other 
regulation  thereunder. 

(p)  The  regulation  in  Part  141  of  this 
chapter  prescribing  tests  and  methods 
and  methods  of  assays  shall  not  be  con¬ 
strued  as  preventing  the  Commissioner 
from  using  any  other  test  or  method  of 
assay  in  his  investigations  to  determine 
whether  or  not: 

(DA  request  for  certification  contains 
any  untrue  statement  of  a  material  fact; 
or 

(2)  A  certificate  has  been  obtained 
through  fraud,  or  through  misrepresen¬ 
tation  or  concealment  of  a  material  fact. 

GENERAL  PROVISIONS 

§  146.2  Requests  for  working  stayid- 
ards  and  certification:  information  and 
samples  required,  (a)  A  request  for 


certification  of  a  batch  shall  be  addressed 
to  the  Commissioner  and  shall  be  in  a 
form  specified  by  him.  A  request  from 
a  foreign  manufacturer  shall  be  signed 
by  such  manufacturer  and  by  an  agent 
of  such  manufacturer  who  resides  in  the 
United  States. 

(b)  The  initial  request  for  certification 
of  a  batch  of  any  drug  submitted  by  any 
person  shall  be  preceded  or  accompanied 
by  a  full  statement  of  the  facilities  and 
controls  used  to  maintain  the  identity, 
strength,  quality,  and  purity  of  each 
batch,  including  a  description  of  (1)  the 
methods  and  proce.sses  u.sed  in  the  manu¬ 
facture  of  the  drug;  (2)  the  tests  and 
assays  of  the  drug  made  during  the 
manufacture  of  the  batch  and  after  it  i.s 
packaged;  and  (3)  the  laboratory  facili¬ 
ties  u.sed  in  such  controls. 

Such  initial  request  shall  al.so  be  pre¬ 
ceded  or  accompanied  by  the  key  of  the 
batch  marks  used  by  such  person  and  by 
specimens  of  ail  labeling  (including 
specimens  of  all  brochures  and  other 
printed  matter  except  readily  available 
medical  publications,  referred  to  in  such 
labeling )  to  be  used  for  such  drug. 
When  any  change  is  made  in  any  such 
facility  or  control,  or  in  any  such  key  or 
labeling,  such  person  shall  promptly  sub¬ 
mit  to  the  Commissioner  a  full  statement 
of  such  change  or,  in  the  case  of  changed 
labeling,  specimens  showing  all  such 
changes. 

<c)  Each  sample  submitted  pursuant 
to  the  regulations  in  this  part  shall  be 
addressed  to  the  Commissioner.  Its 
package  shall  be  clearly  identified  as  to 
its  contents  and  shall  bear  the  name  and 
post-office  address  of  the  person  submit¬ 
ting  it. 

(d)  In  addition  to  the  information  and 
samples  specifically  required  to  be  sub¬ 
mitted  to  the  Commissioner  by  the  reg¬ 
ulations  in  this  part,  the  person  who  re¬ 
quests  certification  of  a  batch  shall  .sub¬ 
mit  such  further  information  and  .sam¬ 
ples  as  the  Commi.'isioner  may  require 
for  the  purpose  of  investigations  to  de¬ 
termine  whether  or  not  such  batch  com¬ 
plies  with  the  requirements  of  $  146.3 
for  the  issuance  of  a  certificate. 

(e)  Upon  the  request  of  any  per.«;on. 
stating  reasonable  grounds  therefor,  the 
Commissioner  shall  furnish  such  person 
with  a  portion  of  the  working  standards. 

§  146.3  Certification,  (a).  If  it  ap¬ 
pears  to  the  Commissioner,  after  .’^uch 
inv'estlgation  as  he  con.siders  necessary, 
that: 

(1)  The  information  (including  re¬ 
sults  of  tests  and  assays)  and  samples 
required  by  or  pursuant  to  the  regula¬ 
tions  in  this  part  have  been  submitted, 
and  the  request  for  certification  contains 
no  untrue  statement  of  a  material  fact; 
and 

(2)  The  batch  complies  with  the  reg¬ 
ulations  in  this  part  and  conforms  to 
the  applicable  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  the  regulations  in  this  part;  the  Com¬ 
missioner  shall  certify  that  such  batch  is 
safe  and  efficacious  for  u.se,  subject  to 
such  conditions  on  the  effectiveness  of 
certificates  as  are  prescribed  by  §  146  4, 
and  shall  issue  to  the  per.son  who  re- 
quested.it  a  certificate  to  that  effect. 
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(b)  If  the  Commissioner  determines, 
after  such  investigation  as  he  considers 
to  be  necessary,  that  the  information 
submitted  pursuant  to  the  regulations  in 
this  part,  or  the  batch  covered  by  such 
request,  does  not  comply  with  the  re¬ 
quirements  set  forth  in  paragraph  (a) 
of  this  section  for  the  issuance  of  a  cer¬ 
tificate,  the  Commissioner  shall  refuse  to 
certify  such  batch  and  shall  give  notice 
thereof  to  the  person  w'ho  requested  cer¬ 
tification,  stating  his  reasons  for  refusal. 

(c)  Compliance  of  a  drug  with  the 
standards  of  identity,  strength,  quality, 
and  purity  prescribed  by  regulations  in 
this  part  shall  be  determined  by  the  tests 
and  methods  of  assay  prescribed  for  such 
drug  by  regulations  in  Part  141  of  this 
chapter. 

§  146.4  Conditions  on  the  effectiveness 
of  certificates,  (a)  A  certificate  shall  not 
become  effective: 

(1)  If  it  is  obtained  through  fraud  or 

through  misrepresentation  or  conceal¬ 
ment  of  a  material  fact;  ^ 

(2)  With  respect  to  any  package  un¬ 
less  in  complies  with  the  packaging  re¬ 
quirements.  if  any,  prescribed  by  the  reg¬ 
ulations  in  this  part  which  were  in  effect 
on  the  date  of  the  certificate; 

(3)  With  respect  to  any  package  un¬ 
less  its  label  and  labeling  bear  all  words, 
statements,  and  other  information  re¬ 
quired  by  the  regulations  in  this  part;  or 

(4)  With  respect  to  any  package  of 
penicillin  or  streptomycin  when  it  is  in¬ 
cluded  in  a  packaged  combination  with 
another  drug,  unless  such  other  drug 
complies  with  the  requirements  of  the 
regulations  in  this  part. 

(b)  A  certificate  shall  cease  to  be  effec¬ 
tive: 

(1)  With  respect  to  any  Immediate 
container  after  the  expiration  date,  if 
any,  prescribed  by  the  regulations  in  this 
part; 

(2)  With  respect  to  any  immediate 
container  when  it  or  its  seal  (if  the  regu¬ 
lations  in  this  part  require  it  to  be 
sealed)  is  broken,  or  when  its  label  or 
labeling  ceases  to  conform  to  any  labeling 
requirement  prescribed  by  the  regula¬ 
tions  in  this  part,  except  that: 

(i)  If  the  drug  in  such  container  is  re¬ 
packed  or  used  as  an  Ingredient  in  the 
manufacture  of  another  drug,  and  certi¬ 
fication  of  the  batch  thus  made  is  re¬ 
quested,  such  certificate  shall  continue 
to  be  effective  for  a  reasonable  time  to 
permit  certification  or  destruction  of 
such  batch;  or 

(ii)  If  the  drug  is  in  a  container  pack¬ 
aged  for  dispensing  and  is  used  in  com¬ 
pounding  a  prescription  issued  in  his  pro¬ 
fessional  practice  by  a  physician,  dentist, 
or  veterinarian  licensed  by  law  to  ad¬ 
minister  or  apply  drugs,  such  certificate 
shall  continue  to  be  effective  for  a  rea¬ 
sonable  time  to  permit  the  delivery  of 
the  drug  compounded  on  such  prescrip¬ 
tion; 

(3)  With  respect  to  any  inunediate 
container  of  penicillin  when  it  is  included 
in  the  packaged  combination  penicillin 
with  aluminum  hydroxide  gel  or  a  vaso¬ 
constrictor,  except  that  when  certifica¬ 
tion  of  the  batch  so  Included  is  requested 
such  certificate  shaM  continue  to  be  effec¬ 
tive  for  a  reasonable  time  to  permit  cer¬ 


tification  of  such  batch  which  is  a  part 
of  such  combination; 

(4)  With  respect  to  any  package  when 
the  drug  therein  fails  to  meet  the  stand¬ 
ards  of  identity,  strength,  quality,  and 
purity  which  were  in  effect  on  the  date  of 
the  certificate;  except  that  those  minor 
changes  which  occur  before  the  expira¬ 
tion  date  and  which  are  normal  and  un¬ 
avoidable  in  good  storage  and  distribu¬ 
tion  practice  shall  be  disregarded; 

(5)  With  respect  to  any  package  of 
penicillin  or  streptomycin  included  in  a 
packaged  combination  w’ith  another  drug, 
when  such  other  drug  fails  to  meet  the 
requirements  of  the  regulations  in  this 
part;  or 

(6)  With  respect  to  any  immediate 
container,  if  suoh  regulations  require 
Its  labeling  to  bear  a  caution  against 
dispensing  otherwise  than  on  prescrip¬ 
tion.  at  the  beginning  of  the  act  of 
dispensing  or  offering  to  dispense  it 
otherwise  than: 

(i)  By  physician,  dentist,  or  veteri¬ 
narian.  in  his  professional  practice,  who 
Is  licensed  by  law  to  administer  drugs;  or 

(ii)  On  his  prescription  issued  in  his 
professional  practice. 

§  146.5  Records  of  distribution,  (a) 
The  person  who  requested  certification 
shall  keep  complete  records  showing  each 
shipment  and  other  delivery  (including 
exports)  of  each  certified  batch  or  part 
thereof  by  such  person  or  by  any  person 
subject  to  his  control.  Such  records 
shall  show  the  date  and  quantity  of  each 
such  shipment  or  delivery  and  the  name 
and  post-offlee  address  of  the  person  to 
whom  such  shipment  or  delivery  was 
made,  and  shall  be  kept  for  not  less  than 
three  years  after  such  date. 

(b)  Upon  the  request  of  any  officer  or 
employee  of  the  Food  and  Drug  Adminis¬ 
tration,  or  of  any  other  officer  or  em¬ 
ployee  of  the  United  States  acting  on 
behalf  of  the  Administrator,  the  person 
to  whom  a  certificate  is  issued  shall  at 
all  reasonable  hours  make  such  records 
available  to  any  such  officer  or  employee 
and  shall  accord  to  him  full  opporunity 
to  make  inventory  of  stocks  of  such 
batch  on  hand  and  otherwise  to  check 
the  correctness  of  such  records. 

§  146.6  Authority  to  refuse  certifica¬ 
tion  service.  When  the  Administrator 
finds,  after  giving  notice  and  oppor¬ 
tunity  for  hearing,  that  a  person  has: 

(a)  Obtained  or  attempted  to  obtain 
a  certificate  through  fraud,  or  through 
misrepresentation  or  concealment  of  a 
material  fact; 

(b)  Falsified  the  records  required  to 
be  kept  by  §  146.5;  or 

(c)  Failed  to  keep  such  records  or  to 
make  them  available,  or  to  accord  full 
opportunity  to  make  an  inventory  of 
stocks  on  hand  or  otherwise  to  check 
the  correctness  of  such  records,  as  re¬ 
quired  by  §  146.5,  and  such  failure  may 
materially  impair  the  certification  serv¬ 
ice;  the  Administrator  will  immediately 
suspend  service  to  such  person  under 
the  regulations  in  this  part  and  will 
continue  such  suspension  unless  and  un¬ 
til  such  person  shows  adequate  cause 
why  such  service  should  be  resumed. 

§  146.7  New  penicillin  or  strepto¬ 
mycin  products.  Any  request  that  the 


Administrator  provide  for  the  certifica¬ 
tion  of  batches  of  a  drug  for  which  no 
provision  for  certification  is  made  in  the 
existing  regulations  in  this  part  €hall  be 
in  form  specified  by  the  Commissioner 
and  shall  be  accompanied  by: 

(a)  A  statement  of  the  conditions  for 
which  the  person  who  makes  such  request 
Intends  such  drug  to  be  used,  and  ade¬ 
quate  directions  for  use  in  each  such  con¬ 
dition; 

(b)  Full  reports  of  investigations 
which  have  been  made  to  show  whether 
or  not  such  drug  is  safe  and  efficacious 
for  use  in  such  conditions; 

(c)  A  full  list  of  the  articles  u.sed  as 
components  of  such  drug; 

(d)  A  full  statement  of  the  composi¬ 
tion  of  such  drug; 

(e)  A  full  description  of  the  methods 
used  in.  and  the  facilities  and  controls 
used  for,  the  manufacture,  processing, 
and  packing  of  such  drug; 

(f)  A  full  description  of,  or  references 
to  publications  containing  practical  and 
accurate  tests  and  methods  of  assay  to 
determine  the  Identity,  strength,  qual¬ 
ity,  and  purity  of  such  drug; 

(g)  Such  samples  of  such  drug  and 
of  the  articles  used  as  components  there¬ 
of  as  the  Commissioner  may  require;  and 

(h)  Specimens  of  all  labeling  (includ¬ 
ing  all  brochures  and  other  printed  mat¬ 
ter,  except  readily  available  medical  pub¬ 
lications,  referred  to  in  such  labeling) 
proposed  to  be  used  for  such  drug. 

§  146.8  Fees,  (a)  Fees  for  the  serv¬ 
ices  rendered  under  the  regulations  in 
this  part  shall  be  such  as  are  necessary 
to  provide,  equip,  and  maintain  an  ade¬ 
quate  certification  service. 

(b)  The  fee  for  such  services  with  re¬ 
spect  to  each  batch  of  a  drug,  certifica¬ 
tion  of  which  is  provided  by  the  regula¬ 
tions  in  this  part,  is  the  fee  prescribed 
in  the  section  relating  specifically  to  such 
drug,  except  that;  in  case  of  a  supple¬ 
mental  request  submitted  pursuant  to  the 
provisions  of  §  146.18,  the  fee  shall  be 
$2.00. 

(c)  When  the  Commissioner  considers 
It  necessary  to  make  investigations  of  a 
new  penicillin  or  streptomycin  product, 
on  which  a  request  has  been  submitted 
in  accordance  with  §  146.7,  the  fee  for 
such  service  shall  be  the  cost  thereof.  In 
such  case  the  request  shall  be  followed  by 
an  advance  deposit  in  such  amount  as 
the  Commissioner  specifies,  and  there¬ 
after  such  additional  advance  deposits 
shall  be  made  as  the  Commissioner  esti¬ 
mates  may  be  necessary  to  prevent  ar¬ 
rears  in  the  payment  of  such  fee. 

(d)  A  person  requiring  continuing  cer¬ 
tification  services  may  maintain  an  ad¬ 
vance  deposit  of  the  estimated  cost  of 
such  services  for  a  two-month  period. 
Such  deposit  shall  be  debited  with  fees 
for  services  rendered,  but  shall  not  be 
debited  for  any  fee  the  amount  of  which 
is  not  definitely  specified  in  the  regula¬ 
tions  in  this  part  unless  the  depositor 
has  previously  requested  the  performance 
of  the  services  to  be  covered  by  such  fee. 
A  monthly  statement  for  each  such  ad¬ 
vance  deposit  shall  be  rendered. 

(e)  The  unearned  portion  of  any  ad¬ 
vance  deposit  shall  be  refunded  to  the 
depositor  upon  his  application. 

(f)  All  deposits  and  fees  required  by 
the  regulations  in  this  part  shall  be  paid 
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by  money  order,  bank  draft,  or  certified 
check  drawn  to  the  order  of  the  Treas¬ 
urer  of  J^e  United  States,  collectible  at 
par,  at  Washington,  D.  C. 

(g)  All  earned  fees  shall  be  deposited 
in  the  Treasury  of  the  United  States  to 
the  credit  of  Miscellaneous  Receipts, 
Federal  Security  Agency. 

Note:  Sections  146.9  to  146.17,  Inclusive, 
reserved  for  future  provisions. 

§  146.18  Exemptions  for  labeling,  (a) 
Except  as  provided  by  paragraphs  (c) 
and  (d)  of  this  section,  a  shipment  or 
other  delivery  of  a  drug  w’hlch  is  to  be 
labeled  at  an  establishment  located  else¬ 
where  than  at  the  place  of  manufacture 
.<;hall  be  exempt,  during  the  time  of  In- 
troductiqn  into  and  movement  in  inter¬ 
state  commerce  and  the  time  of  holding 
in  such  establishment,  from  the  require¬ 
ments  of  section  502  (1)  of  the  act  if  the 
labeling  of  each  shipping  container  bears 
»the  batch  mark  of  the  drug  and  the  num¬ 
ber  of  units  per  package,  and.  if  the  per¬ 
son  who  introduced  such  shipment  or 
delivery  into  interstate  commerce  holds 
a  permit  from  the  Commissiwer  author¬ 
izing  shipment  for  labeling' in  such  es¬ 
tablishment. 

(b)  (1)  An  application  for  such  a  per¬ 
mit  shall  be  in  a  form  specified  by  the 
Commissioner,  and  shall  give  the  name 
and  location  of  the  establishment  in 
which  such  labeling  is  to  be  done. 

(2)  In  case  the  applicant  Is  the  oper¬ 
ator  of  such  establishment,  the  applica¬ 
tion  shall  include  a  written  agreement 
signed  by  him  that  he  will  request  cer¬ 
tification  of  each  batch  from  which  any 
shipment  or  delivery  is  made  to  such 
establishment  unless  It  is  exempt  under 
section  801  (d)  of  the  act  or  S  146.23; 
that  he  will  not  remove  any  of  such  drug 
from  such  establishment  unless  it  com¬ 
plies  with  section  502  (1)  of  the  act  or 
Is  so  exempt,  or  if  certification  Is  refused, 
unless  it  is  returned  within  a  reasonable 
time  to  permit  reprocessing  and  certifica¬ 
tion,  destruction,  or  such  exemption  at 
the  establishment  where  It  was  manu¬ 
factured;  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  and 
batch  mark  of  each  such  shipment  and 
delivery  and  the  disposition  thereof ;  that 
he  will  make  such  records  available  to 
any  oflBcer  or  employee  of  the  Food  and 
Drug  Administration  at  any  reasonable 
hour  within  three  years  after  the  date 
of  such  disposition;  and  that  he  will  ac¬ 
cord  full  opportunity  to  such  officer  or 
employee  to  make  inventories  of  stocks 
on  hand  and  otherwise  check  the  cor¬ 
rectness  of  such  records. 

(3)  In  case  the  applicant  Is  not  the 
operator  of  such  establishment  such  ap¬ 
plication  shall  include  or  be  accompa¬ 
nied  by: 

(1)  A  written  agreement  signed  by  the 
applicant  that  he  will  request  certifica¬ 
tion  of  each  batch  from  which  any  ship¬ 
ment  or  delivery'ls  made  to  such  estab¬ 
lishment  unless  it  is  exempt  under  sec¬ 
tion  801  (d)  of  the  act  or  S  146.23;  that 
he  will  keep  complete  records  showing 
the  date,  quantity,  and  batch  mark  of 
each  such  shipment  and  delivery;  and 
that  he  will  make  such  records  available 
to  any  officer  or  employee  of  the  Pood 
and  Drug  Administration  at  any  reason- 
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able  hour  within  three  years  after  the 
date  of  such  shipment  or  delivery;  and 

(li)  A  written  agreement  signed  by  the 
operator  of  such  establishment  that  he 
will  submit  a  request,  supplemental  to 
that  of  the  applicant,  for  the  certifica¬ 
tion  of  each  batch  or  portion  thereof 
comprised  in  any  such  shipment  or  de¬ 
livery  received  by  him  tmless  it  is  exempt 
under  section  801  (d)  of  the  act  or 
§  146.23;  that  he  will  specify  in  his  re¬ 
quest  the  number  of  packages  of  each 
size  in  such  shipment  or  delivery,  the 
date  of  delivery,  the  batch  mark  thereof, 
and  the  batch  mark  he  will  use  therefor; 
that  the  batch  marks  to  be  used  (if  dif¬ 
ferent  from  those  of  the  applicant)  will 
be  only  those  of  which  the  key  is  specified  \ 
in  this  agreement;  that  the  labeling  to  be  ^ 
used  for  such  packages  will  be  only  that 
of  which  specimens  are  attached  to  this 
agreement  (including  specimens  of  all 
brochures  and  other  printed  matter,  ex¬ 
cept  readily  available  medical  publica¬ 
tions,  referred  to  in  such  labeling) ;  that 
when  any  change  is  made  in  such  key  or 
labeling  he  will  promptly  submit  to  the 
Commissioner  a  full  statement  of  such 
change  or,  in  the  case  of  changed  label¬ 
ing,  specimens  showing  all  such  changes; 
that  he  will  not  remove  any  of  such  drug 
from  such  establishment  unless  it  com¬ 
plies  with  section  502  (1)  of  the  act  or  is 
exempt  under  section  801  (d)  of  the  act 
or  §  146.23  or,  if  certification  is  refused, 
unless  it  is  returned  within  a  reasonable 
time  to  permit  reprocessing  and  certifi¬ 
cation.  destruction,  or  such  exemption  at 
the  establishment  where  it  was  manufac¬ 
tured  ;  that  he  will  keep  complete 
records  of  the  disposition  of  each  such 
shipment  and  delivery;  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Food  and  Drug  Admin¬ 
istration  at  any  reasonable  hour  within 
three  years  after  the  date  of  such  dispo¬ 
sition;  and  that  he  will  accord  full  op¬ 
portunity  to  such  officer  or  employee  to 
make  inventories  of  stocks  on  hand  and 
otherwise  check  the  correctness  of  such 
records. 

(4)  When  the  Commissioner  finds, 
after  giving  notice  and  opportunity  for 
hearing,  that  such  application  contains 
any  untrue  statement  of  a  material  fact 
or  that  any  provision  of  any  such  agree¬ 
ment  has  been  violated  he  may  revoke 
such  permit. 

(c)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 
troduced  such  shipment  or  delivery  into 
interstate  commerce  is  the  operator  of 
such  establishment,  shall  become  void  ab 
Initio  at  the  beginning  of  the  act  of  re¬ 
moving  or  offering  to  remove  such  ship¬ 
ment  or  delivery  or  any  part  thereof,  be¬ 
fore  or  after  labeling,  from  such  estab¬ 
lishment  unless  such  batch  complies  with 
section  502  (1)  of  the  act  or  is  exempt  un¬ 
der  section  801  (d)  of  the  act  or  §  146.23 
or,  if  certification  is  refused,  unless  such 
shipment  or  delivery  is  returned  within 
a  reasonable  time  to  permit  reprocessing 
and  certification,  destruction,  oiLSUch  ex¬ 
emption  at  the  establishment  where  it 
was  manufactured. 

(d)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 


troduced  such  shipment  or  delivery  Into 
interstate  commerce  is  not  the  operator 
of  such  establishment,  shall  expire  at  the 
beginning  of  the  act  of  removing  or  offer¬ 
ing  to  remove  such  shipment  or  delivery 
or  any  part  thereof,  before  or  after  label¬ 
ing,  from  such  establishment  unless  such 
batch  complies  with  section  502  (1)  of 
the  act  or  is  exempt  under  section  801 
(d)  of  the  act  or  S  146.23  or,  if  certifica¬ 
tion  is  refused,  unless  such  shipment  or 
delivery,  within  a  reasonable  time,  is  de¬ 
stroyed  or  returned  to  permit  reprocess¬ 
ing  and  certification,  destruction,  or 
such  exemption  at  the  establishment 
where  it  was  manufactured. 

§  146.19  Exemptions  for  storage,  (a) 
Except  as  provided  by  paragraphs  (c» 
and  (d)  of  this  section,  a  shipment  or 
other  delivery  of  a  drug  which  is  to  be 
stored  at  a  warehouse  located  elsewhere 
than  at  the  place  of  manufacture  shall 
be  exempt,  during  the  time  of  introduc¬ 
tion  into  and  movement  in  interstate 
commerce  and  the  time  of  holding  in 
such  warehouse,  from  the  requirements 
of  section  502  (1)  of  the  act  if  the  label¬ 
ing  of  each  shipping  container  bears  the 
batch  mark  of  the  drug,  and  if  the  person 
who  introduced  such  shipment  or  deliv¬ 
ery  into  Interstate  commerce  holds  a 
permit  from  the  Commissioner  authoriz¬ 
ing  shipment  for  storage  in  such  ware¬ 
house. 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  and  shall  give  the  name  and 
location  of  the  warehouse  in  which  such 
drug  is  to  be  stored.  Such  application 
shall  be  accompanied  by: 

( 1 )  A  written  agreement  signed  by  the 
applicant  that  he  will  request  certifica¬ 
tion  of  each  batch  thereof  unless  it  is 
exempt  under  section  801  (d)  of  the  act 
or  §§  146.18,  146.21,  or  146.22,  that  he 
will  not  remove  any  of  such  drug  from 
such  warehouse  unless  it  complies  with 
section  502  (1)  of  the  act  or  is  so  ex¬ 
empt  or.  if  certification  is  refused  unless 
it  is  returned  within  a  reasonable  time  to 
permit  reprocessing  and  certification,  de¬ 
struction,  or  such  exemption  at  the 
establishment  where  it  was  manufac¬ 
tured;  that  he  will  keep  complete  records 
showing  the  date,  quantity,  and  batch 
mark  of  each  shipment  and  other  deliv¬ 
ery  of  any  such  drug  to  such  warehouse, 
and  that  he  will  make  such  records  avail¬ 
able  to  any  officer  or  employee  of  the 
Food  and  Drug  Administration  at  any 
reasonable  hour  within  three  years  after 
the  date  of  such  shipment  or  delivery; 
and 

(2)  A  written  statement  signed  by  the 
operator  of  such  warehouse  showing  that 
he  has  adequate  facilities  for  such  stor¬ 
age;  such  statement  shall  contain  an 
agreement  that  he  will  hold  each  ship¬ 
ment  or  other  delivery  of  such  drug  in¬ 
tact,  under  such  conditions  as  will  not 
cause  failure  of  the  drug  to  comply  with 
the  requirements  for  certification,  that 
he  will  keep  complete  records  showing 
the  date  of  receipt  by  him  and  the  quan¬ 
tity  and  batch  mark  of  each  such  ship¬ 
ment  and  delivery  and  the  disposition 
thereof,  that  he  will  make  such  records 
available  to  any  officer  or  employee  of 
the  Food  and  Drug  Administration  at 
any  reasonable  hour  within  three  years 
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after  the  date  of  such  disposition,  and 
that  he  will  accord  full  opportunity  to 
such  cflflcer  or  employee  to  make  inven¬ 
tories  of  stocks  on  hand  and  otherwise 
check  the  correctness  of  such  records. 

If  the  applicant  keeps  complete  records 
showing  the  date,  o.uantity,  and  batch 
mark  of  each  shipment  and  other  de¬ 
livery  of  any  such  drug  from  such  ware¬ 
house  and  the  name  and  post-office  ad¬ 
dress  of  the  person  to  whom  such  ship¬ 
ment  or  delivery  was  made,  the  agree¬ 
ment  to  keep  records  of  such  disposals, 
to  make  such  records  available,  and  to 
afford  opportunity  for  checking  their 
correctness  may  be  included  in  the  appli¬ 
cant's  agreement  and  omitted  from  that 
of  the  operator. 

When  the  Commissioner  finds,  after 
giving  notice  and  opportunity  for  hear¬ 
ing,  that  such  application  contains  any 
untrue  statement  of  a  material  fact  or 
that  any  provision  of  any  such  agree¬ 
ment  has  been  violated  he  may  revere 
such  permit. 

<c)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  intro¬ 
duced  such  .shipment  or  delivery  into 
interstate  commerce  is  the  operator  of 
such  warehouse,  shall  become  void  ab 
initio  at  the  beginning  of  the  act  of 
removing  or  offering  to  remove  such 
shipment  or  delivery  or  any  part  thereof 
from  such  warehouse  unless  such  batch 
complies  with  section  502  <1)  of  the  act 
or  is  exempt  under  section  801  (d)  of  the 
act  or  n  146.18.  146  21,  or  146.22,  or.  if 
certification  is  refused,  unless  such  ship¬ 
ment  or  delivery  is  returned  within  a 
reasonable  time  to  permit  reprocessing 
and  certification,  destruction,  or  such 
exemption  at  the  establishment  where  it 
was  manufactured. 

<d)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 
troduced  such  shipment  or  delivery  into 
interstate  commerce  is  not  the  operator 
of  such  warehouse,  shall  expire  at  the 
beginning  of  the  act  of  removing  or  offer¬ 
ing  to  remove  such  shipment  or  delivery 
or  any  part  thereof  from  such  warehouse 
unle.ss  such  batch  complies  with  section 
502  (1)  of  the  act  or  is  exempt  under  .«;ec-’ 
tion801  (d)  of  the  act  or  §§  146.18, 146.21, 
or  146.22,  or,  if  certification  is  refused, 
unless  such  shipment  or  delivery,  within 
a  reasonable  time,  is  destroyed,  or  re¬ 
turned  to  permit  reprocessing  and  certifi¬ 
cation,  destruction,  or  such  exemption  at 
the  establishment  where  it  was  manu¬ 
factured. 

§  146.20  Exemptions  jor  processing. 

(a)  Except  as  provided  by  paragraphs 
<c)  and  (d)  of  this  section,  a  shipment 
or  other  delivery  of  penicillin  or  strep¬ 
tomycin  in  concentrated  aqueous  solu¬ 
tion  which  is  to  be  processed  at  an  estab¬ 
lishment  located  el.sewhere  than  at  the 
place  of  manufacture,  shall  be  exempt 
during  the  time  of  introduction  into  and 
movement  in  interstate  commerce  and 
the  time  of  holding  in  such  establishment 
from  the  requirements  of  section  502  (1) 
of  the  act  if  the  person  who  introduced 
such  shipment  or  delivery  into  interstate 
commerce  holds  a  permit  from  the  Com- 
mis.Moner  authorizing  shipment  for  proc¬ 
essing  in  such  establishment,  and  each 


package  of  such  solution  bears  the  batch 
mark  of  the  drug. 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner  and  shall  give  the  name  and 
location  of  the  establishment  in  which 
such  processing  is  to  be  done.  Such 
application  shall  be  accompanied  by: 

(DA  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  potency, 
and  batch  mark  of  each  shipment  and 
other  delivery  of  any  such  .solution  to 
such  establishment,  and  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Pood  and  Drug 
Administration  at  any  reasonable  hour 
within  three  years  after  the  date  of  .such 
shipment  or  delivery; 

(2)  A  written  statement  signed  by  the 
operator  of  such  e.stabli.shment  showing 
that  he  has  adequate  facilities  for  such^ 
processing;  such  statement  shall  contain* 
an  agreement  that  he  will  keep  complete 
records  .<howing  the  date  of  receipt  by 
him  and  the  quantity  and  batch  mark  of 
each  such  shipment  and  delivery  and  the 
disposition  thereof,  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Food  and  Drug  Adminis¬ 
tration  at  any  rea.sonable  hour  within 
three  years  after  date  of  such  disposi¬ 
tion.  and  that  he  will  accord  full  oppor¬ 
tunity  to  such  officer  or  employee  to 
make  inventories  of  stocks  on  hand  and 
otherwise  check  the  correctne.ss  of  such 
records;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  the 
processing  is  completed  that  he  will  re¬ 
quest  certification  of  each  batch  thereof 
unless  it  is  exempt  under  section  801  (d) 
of  the  act  or  §§  146.18,  146.19,  14621, 
146  22,  or  146  23,  and  that  he  will  not 
remove  any  of  such  drug  from  such  es¬ 
tablishment  unless  it  complies  with  sec¬ 
tion  502  (1)  of  the  act  or  is  so  exempt. 

When  the  Commissioner  finds,  after 
giving  notice  and  opportunity  for  hear¬ 
ing,  that  such  applicatiofi  contains  any 
untrue  statement  of  a  material  fact  or 
that  any  provision  of  any  such  agree¬ 
ment  has  been  violated  he  may  revoke 
such  permit, 

(c)  An  exemption  of  a  .shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 
troduced  such  .shipment  or  delivery  into 
interstate  commerce  is  the  operator  of 
such  establi.shment,  shall  become  void 
ab  initio  at  the  beginning  of  the  act  of 
removing  or  offering  to  remove  such 
shipment  or  delivery  or  any  part  thereof, 
before  or  after  processing,  from  such  es¬ 
tablishment  unless  the  batch  made  from 
such  shipment  or  delivery  complies  with 
section  502  (1)  of  the  act  or  is  exempt 
under  section  801  (d)  of  the  act  or 
§§  146.18,  146.19,  146.21,  146.22,  or  146.23 
or,  if  certification  is  refused,  unless  such 
shipment  or  delivery  is  reprocessed  and 
certified  or  destroyed  within  a  reasonable 
time. 

(d)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  intro¬ 
duced  such  shipment  or  delivery  into 
interstate  commerce  is  not  the  operator 
of  such  establishment,  shall  expire  at  the 
beginning  of  the  act  of  removing  or  offer¬ 


ing  to  remove  such  shipment  or  delivery 
or  any  part  thereof,  before  or  after  proc¬ 
essing,  from  such  establi.shment  unless 
the  batch  made  from  such  shipment  or 
delivery  complies  with  section  502  d* 
of  the  act  or  is  exempt  under  .section  801 
(dt  of  the  act  or  §§  146.18.  143.13.  146.21, 
146.22,  or  143.23,  or,  if  certification  has 
been  refused,  unless  Mich  shipment  or 
delivery  is  reproce.sscd  and  ctrt'fi^d  or 
destroyed  within  a  rea.sonable  time. 

5  146.21  Exeynptions  for  repacking. 
<a)  Except  a.s  provided  by  paragraphs 
(c)  and  (d)  of  thi.s  section,  a  Shipment 
or  other  delivery  of  a  drug  which  is  to 
be  repacked  at  an  establishment  located 
eksewhere  than  at  the  place  of  manufac¬ 
ture  shall  be  exempt,  during  the  time  of 
introduction  into  and  movement  in  in¬ 
terstate  commerce  and  the  time  of  hold¬ 
ing  in  such  establishment  from  the  re¬ 
quirements  of  section  502  <1)  of  the  act 
if  the  labeling  of  each  container  bears 
the  batch  mark  of  the  drug  and  the 
number  of  units  per  package,  and  if  the 
person  who  introduced  such  shipment 
or  delivery  into  interstate  commerce 
holds  a  permit  from  the  Commissioner 
authorizing  shipment  fdV  repacking  in 
such  establishment. 

(b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  and  shall  give  the  name  and 
location  of  the  establishment  in  which 
such  repacking  is  to  be  done.  Such  appli¬ 
cation  shall  be  accompanied  by: 

( 1 )  A  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete  rec¬ 
ords  showing  the  date,  quantity,  and 
batch  mark  of  each  shipment  and  other 
delivery  of  any  such  drug  to  such  estab¬ 
lishment,  and  that  he  will  make  such 
records  available  to  any  officer  or  em¬ 
ployee  of  the  Food  and  Drug  Administra¬ 
tion  at  any  reasonable  hour  within  three 
years  after  the  date  of  each  shipment  or 
delivery; 

(2)  A  written  statement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  .such 
repacking;  such  statement  shall  contain 
an  agreement  that  he  will  keep  complete 
records  showing  the  date  of  receipt  by 
him  and  the  quantity  and  batch  mark 
of  each  .such  shipment  jyid  delivery  and 
the  disposition  thereof,  that  he  will  make 
such  records  available  to  any  officer  or 
employee  of  the  Food  and  Drug  Admin¬ 
istration  at  any  reasonable  hour  within 
three  years  after  the  date  of  such  dis¬ 
position,  and  that  he  will  accord  full  op¬ 
portunity  to  such  officer  or  employee  to 
make  inventories  of  stocks  on  hand  and 
otherwise  check  the  correctness  of  such 
records;  and 

(3>  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  the 
repacking  is  completed  that  he  will  re¬ 
quest  certification  of  each  batch  thereof 
unless  it  is  exempt  under  section  801 
(d)  of  the  act  or  §§  146.18,  146.19,  or 
146.23,  and  that  he  will  not  remove  any 
of  such  drug  from  such  establishment 
unless  it  complies  with  section  502  (1) 
of  the  act  or  is  so  exempt  or  is  returned 
to  him  for  labeling  or,  if  certification  is 
refused,  unless  it  is  returned  within  a 
reasonable  time  to  permit  reprocessing 
and  certification,  destruction,  or  such 
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exemption  at  the  establishment  where  it 
was  manufactured. 

When  the  Commissioner  finds,  after 
Riving  notice  and  opportunity  for  hear¬ 
ing,  that  such  application  contains  any 
untrue*  statement  of  a  material  fact  or 
that  any  provision  of  any  such  agree¬ 
ment  has  been  violated  he  may  revoke 
such  permit. 

(c)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 
troduced  such  shipment  or  delivery  into 
interstate  commerce  is  the  operator  of 
such  establishment,  shall  become  void  ab 
initio  at  the  beginning  of  the  act  of  re¬ 
moving  or  offering  to  remove  such  ship¬ 
ment  or  delivery  or  any  part  thereof, 
before  or  after  repacking,  from  such 
establishment  unless  such  batch  com¬ 
plies  with  section  502  (1)  of  the  act  or 
is  exempt  under  section  801  (d)  of  the 
act  or  §§  146.18,  146.19,  or  146.23  or  is 
returned  to  such  person  for  labeling  or, 
if  certification  is  refused,  unless  such 
shipment  or  delivery  is  returned  within 
a  reasonable  time  to  permit  reprocessing 
and  certification,  destruction,’  or  such 
exemption  at  the  estabiishment  where  it 
was  manufactured. 

(d>  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  .section,  in  case  the  person  who  in¬ 
troduced  such  shipment  or  delivery  into 
interstate  commerce  is  not  the  operator 
of  such  establishment,  shall  expire  at 
the  beginning  of  the  act  of  removing  or 
offering  to  remove  such  shipment  or  de¬ 
livery  or  any  part  thereof,  before  or  after 
repacking,  from  such  establishment  un¬ 
less  such  batch  complies  with  section 
502  <1>  of  the  act  or  is  exempt  under 
section  801  (d)  of  the  act  or  §§  146.18, 
146.19,  or  146.23  or  is  returned  to  such 
person  for  labeling  or.  if  certification  is 
refused,  unless  such  shipment  or  delivery, 
within  a  reasonable  time,  is  destroyed  or 
returned  to  permit  reprocessing  and  cer¬ 
tification,  destruction,  or  such  exemp¬ 
tion  at  the  establishment  where  it  was 
manufactured. 

§  146.22  Exemptions  for  manufacture 
ing  use.  (a)  Except  as  provided  by  para¬ 
graphs  (c)  and  (d)  of  this  section,  a  ship¬ 
ment  or  other  delivery  of  penicillin  or 
streptomycin  which  is  packed  in  con¬ 
tainers  of  not  less  than  ten  million  units 
of  penicillin  or  10  grams  of  streptomycin 
each  shall  be  exempt,  during  the  time  of 
introduction  into  and  movement  in  in¬ 
terstate  commerce  and  the  time  of  hold¬ 
ing  in  the  establishment  where  it  is  so 
used,  from  the  requirements  of  section 
502  (1)  of  the  act  if  it  conforms  to  the 
standards  prescribed  therefor  by  the  sec¬ 
tion  of  the  regulations  in  this  part  which 
is  specifically  applicable  to  such  other 
drug,  if  the  label  of  each  container  bears 
the  batch  mark  of  the  drug,  the  num¬ 
ber  of  units  or  grams  per  package,  and 
the  date  on  which  the  latest  assay  of  the 
drug  was  completed,  and  if  the  person 
who  introduced  such  shipment  or  deliv¬ 
ery  into  interstate  commerce  holds  a  per¬ 
mit  from  the  Commissioner  authorizing 
shipment  for  manufacturing  use  in  such 
establishment. 

<b)  An  application  for  such  a  permit 
shall  be  in  a  form  specified  by  the  Com¬ 
missioner,  shall  give  the  name  and  loca¬ 


tion  of  the  establishment  in  which  such 
drug  is  to  be  used  and  shall  be  accom¬ 
panied  by: 

( 1 )  A  written  agreement  signed  by  the 
applicant  that  he  will  keep  complete 
records  showing  the  date,  quantity,  and 
batch  mark  of  each  shipment  and  other 
delivery  of  any  such  drug  to  such  estab¬ 
lishment,  and  that  he  will  make  such 
records  available  to  any  oflBcer  or  em¬ 
ployee  of  the  Food  and  Drug  Administra¬ 
tion  at  any  reasonable  hour  within  three 
years  after  the  date  of  such  shipment  or 
delivery: 

(2)  A  written  statement  signed  by  the 
operator  of  such  establishment  showing 
that  he  has  adequate  facilities  for  the 
manufacture  of  such  other  drug;  such 
statement  shall  contain  an  agreement 
that  he  will  keep  complete  records  show¬ 
ing  the  date  of  receipt  by  him  and  the 
quantity  and  batch  mark  of  each  such 
shipment  and  delivery  and  the  disposi¬ 
tion  thereof  and  showing  the  quantity 
and  batch  mark  of  each  batch  of  such 
other  drug  manufactured  by  him  and 
the  disposition  thereof;  that  he  will 
make  such  records  available  to  any  offi¬ 
cer  or  employee  of  the  Pood  and  Drug 
Administration  at  any  reasonable  hour 
within  three  years  after  the  date  of  such 
disposition,  and  that  he  will  accord  full 
opportunity  to  such  officer  or  employee 
to  make  Inventories  of  stocks  on  hand 
and  otherwise  check  the  correctness  of 
such  records;  and 

(3)  A  written  agreement  signed  by  the 
person  who  will  own  the  drug  after  its 
manufacture  Is  completed  that  he  will 
request  certification  of  each  batch  there¬ 
of  unless  it  is  exempt  under  section  801 
(d)  of  the  act  or  §§  146.18,  146.19,  146.21, 
or  146.23,  and  that  he  will  not  remove 
any  of  such  drug  from  such  establish¬ 
ment  unless  it  complies  with  section  502 
(1)  of  the  act  or  Is  so  exempt  or  is  re¬ 
turned  to  him  for  labeling. 

When  the  Commissioner  finds,  after 
giving  notice  and  opportunity  for  hear¬ 
ing,  that  such  application  contains  any 
untrue  statement  of  a  material  fact  or 
that  any  provision  of  any  such  agree¬ 
ment  has  been  violated  he  may  revoke 
such  permit. 

(c)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 
troduced  such  shipment  or  delivery  into 
Interstate  commerce  is  the  operator  of 
such  establishment,  shall  become  void 
ab  initio'  at  the  beginning  of  the  act  of 
removing  or  offering  to  remove  such 
shipment  or  delivery  or  any  part  thereof 
from  such  establishment,  prior  to  its  use 
in  the  manufacture  of  another  drug, 
unless  it  is  exempt  under  section  801  (d) 
of  the  act. 

(d)  An  exemption  of  a  shipment  or 
other  delivery  under  paragraph  (a)  of 
this  section,  in  case  the  person  who  in¬ 
troduced  such  shipment  or  delivery  into 
interstate  commerce  is  not  the  operator 
of  such  establishment,  shall  expire  at 
the  beginning  of  the  act  of  removing  or 
offering  to  remove  such  shipment  or 
delivery  or  any  part  thereof  from  such 
establishment,  prior  to  Its  use  in  the 
manufacture  of  another  dmg,  unless  It 
is  exempt  under  section  8(n  (d)  of  the 
act. 


§  146.23  Exemptions  for  investiga¬ 
tional  use.  (a)  A  shipment  or  other  de¬ 
livery  of  a  drug  shall  be  exempt  from 
section  502  (1)  of  the  act  if  all  of  the 
following  requirements  are  complied 
with; 

(1)  The  label  of  such  drug  bears  the 
batch  mark  and  the  statement  “Cau¬ 
tion — Limited  by  Federal  Law  to  investi¬ 
gational  use  only.” 

(2)  Such  shipment  or  delivery  is  made 
only  to,  and  solely  for  investigational  use 
by  or  under  the  direction  of,  an  export 
qualified  by  scientific  training  and  ex¬ 
perience  to  investigate  the  safety  or 
efficacy  of  such  drug. 

<3)  The  person  who  Introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  keeps  complete  records  showing 
the  date,  quantity,  and  batch  mark  of 
each  such  shipment  and  delivery. 

(4)  Such  person,  prior  to  making  such 
shipment  or  delivery,  obtains  a  statement 
signed  by  such  expert  showing  that  he 
has  adequate  facilities  for  the  investi¬ 
gation  to  be  conducted  by  him,  and  that 
such  drug  will  be  used  solely  by  him  or 
under  his  direction  for  the  investigation. 
Such  person  shall  keep  such  statement. 

(5)  Such  person  makes  all  documents 
referred  to  in  subparagraphs  (3)  and  (4) 
of  this  paragraph  available  to  any  officer 
or  employee  of  the  Food  and  Drug  Ad¬ 
ministration  at  any  reasonable  hour 
within  three  years  after  the  date  of  such 
shipment  or  delivery. 

(b)  An  exemption  of  a  shipment  or 
other  delivery  of  a  drug  under  paragraph 
(a)  of  this  section  shall  become  void  ab 
initio  if: 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  fails  to  keep  any  document  re¬ 
quired  to  be  kept  by  paragraph  (a)  of 
this  section;  or 

(2)  Such  person  fails  to  make  any 
such  document  available  for  inspection 
as  required  by  paragraph  (a)  of  this  sec¬ 
tion. 

(c)  An  exemption  of  a  shipment  or 
other  delivery  of  a  drug  under  para¬ 
graph  (a)  of  this  section  shall  expire 
upon  the  use  of  any  part  of  such  ship¬ 
ment  or  delivery  other  than  in  accord¬ 
ance  with  the  signed  statement  referred 
to  in  subparagraph  (4)  of  paragraph  (a) 
of  this  section. 

§  146.24  Sodium  penicillin  (peyiicillin 
sodium,  penicillin  sodium  salt),  calcitnn 
penicillin  (penicillin  calcium,  penicillin 
calcium  salt),  crystalline  penicillin 
(crystalline  penicillin  sodium,  crystalline 
penicillin  sodium  .salt,  crystalline  penicil¬ 
lin 'potassium,  crystalline  penicillin  po¬ 
tassium  salt,  crystalline  penicillin  G 
sodium,  crystalline  penicillin  G  sodium 
salt,  crystalline  penicillin  G  potassium, 
crystalline  penicillin  G  potassium  salt)  — 
(a)  Standards  of  identity,  strength. 
Quality,  and  purity.  Sodium  penicillin  is 
the  sodium  salt  of  a  kind  of  penicillin,  or 
a  mixture  of  two  or  more  such  salts; 
calcium  penicillin  is  the  calcium  salt  of 
a  kind  of  penicillin,  or  a  mixture  of  two 
or  more  such  salts;  crystalline  penicillin 
is  the  heat  stable  crystalline  sodium  or 
potassium  salt  of  one  or  more  kinds  of 
penicillin,  but  the  quantity  of  any  salt 
of  penicillin  K  therein  is  not  more  than 
30  percent;  crystalline  penicillin  G  is 
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crystalline  penicillin  which  contains  not 
less  than  90  percent  of  the  sodium  salt  or 
potassium  salt  of  penicillin  G.  Each 
such  drug  is  so  purified  and  dried  that: 

(1)  Its  potency  is  not  less  than  500 
units  per  nplligram,  except  that: 

(1)  If  it  contains  not  less  than  90  per¬ 
cent  of  a  salt  of  penicillin  X  its  potency 
is  not  less  than  350  units  per  milligram: 

(ii)  If  it  is  crystalline  penicillin  G 
sodium  its  potency  is  not  less  tlian  1500 
units  per  milligram;  and 

(iii)  If  it  is  crystalline  ptmicillin  G  po¬ 
tassium  its  potency  is  not  less  than  1435 
units  per  milligram; 

(2)  It  is  sterile; 

<3)  It  is  nontoxic; 

< 4 )  It  is  nonpyrogenic ; 

(5)  Its  moisture  content  is  not  more 
than  2.5  percent  unless  it  is  crystalline 
penicillin  in  which  case  its  moisture  con¬ 
tent  is  not  more  than  1.5  percent; 

(6)  Its  pH  in  aqueous  .solution  of  5.000 
to  10,000  units  per  milliliter  is  not  less 
than  5.0  and  not  more  than  7.5; 

(7)  Its  solution  in  water  for  injection 
U.  S.  P.,  dextro.se  Injection  5  percent 
U.  S.  P.,  or  physiological  salt  solution 
U.  S.  P.,  prepared  by  adding  5,000  to  10,- 
000  units  per  milliliter,  is  of  such  clarity 
that  it  is  substantially  free  of  any  tur¬ 
bidity  or  undis.solved  material. 

(b)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P„  shall 
be  sterile  at  the  time  of  filling  and  clos¬ 
ing,  shall  be  so  sealed  that  the  contents 
cannot  be  used  without  destroying  the 
seal,  and  shall  be  of  such  composition 
as  will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  disre¬ 
garded.  In  case  it  is  packaged  for  dis¬ 
pensing  it  shall  be  in  immediate  contain¬ 
ers  of  colorle.ss  transparent  glass  which 
meet  the  test  for  glass  containers  of  type 
1  or  type  II  prescribed  by  the  U.  S.  P., 
closed  by  a  substance  through  which  a 
hypodermic  needle  may  be  introduced 
and  withdrawn  without  removing  the 
closure  or  destroying  its  effectiveness; 
each  such  container  shall  contain  100.000 
units,  200,000  units,  500,000  units,  1,000,- 
000  units  or  5,000,000  units,  except  that 
when  packaged  and  labeled  solely  for 
dental  use  each  such  container  may  con¬ 
tain  10,000  units  or  20,000  units,  and  each 
may  be  packaged  in  combination  with  a 
container  of  the  solvent,  water  for  injec¬ 
tion  U.  S.  P.,  dextrose  injection  5  percent 
U.  S.  P.  (if.not  packaged  for  dental  u.se), 
or  phy.siological  salt  solution  U.  S.  P. 

(c)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling  as  hereinafter 
indicated,  the  following; 

<1)  On  the  outvSide  wrapper  or  con¬ 
tainer  and  the  immediate  container; 

ri)  The  batch  mark; 

(ii)  The  number  of  units  In  the  imme¬ 
diate  container; 

(Iii)  The  statement  “Expiration  date 

j - ”,  the  blank  being  filled  in  with 

the  date  which  Is  18  months  or  if  It  la 
crystalline  penicillin  36  months,  after 
the  month  during  which  the  batch  was 
certified;  and 


(iv)  The  staterpent  “For  Manufactur¬ 
ing  Use”,  “For  Repacking”,  or  “For  Man¬ 
ufacturing  Use  or  Repacking”  when 
packaged  for  repacking  or  for  use  as  an 
ingredient  in  the  manufacture  of  another 
drug,  as  the  case  may  be. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer  if  it  is  not  crystalline  penicillin 
the  statement  “Store  in  refrigerator  not 
above  15"  C.  (59°  F.)”,  or  “Store  below 
15"  C.  (59°  F.)”. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing,  adequate  di¬ 
rections  for  use  and  warnings  ns  re¬ 
quired  by  section  502  (f)  of  the  act. 
Including: 

(1)  Clinical  indications; 

(ii)  Dosage  and  administration,  in¬ 
cluding  method  of  preparation  and 
strength  of  solutions  for  different  routes 
of  injection  and  local  application; 

(iii)  The  conditions  under  which  such 
.solutions  should  be  stored,  including  a 
reference  to  their  instability  when  stored 
under  other  conditions  and  if  it  is  crys¬ 
talline  penicillin  the  statement  “Sterile 
solution  may  be  kept  in  refrigerator  for 
three  days  without  significant  loss  of 
potency,”  and  if  it  is  not  crystalline 
penicillin  the  statement  “Sterile  solution 
'may  be  kept  in  refrigerator  for  one  week 
without  significant  loss  of  potency”; 

(iv)  Contraindications;  and 

'  (V)  Untoward  effects  that  may  accom¬ 
pany  administration,  including  sensiti¬ 
zation. 

If  two  or  more  immediate  containers 
are  in  such  package,  the  number  of  such 
circulars  or  other  labeling  shall  not  be 
less  than  the  number  of  such  containers. 

(d)  Requests  lor  certification,  check 
tests  and  assays;  samples.  (1)  Iq  addi¬ 
tion  to  complying  with  the  requirements 
of  §  146.2,  a  person  who  requests  certifi¬ 
cation  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  the  batch,  the  number  of  units 
in  each  package,  and  (unless  it  was  pre- 
vioasly  submitted )  the  date  on  which  the 
latest  assay  of  the  drug  comprising  the 
batch  was  completed.  Such  request 
shall  be  accompanied  or  followed  by  the 
results  of  tests  and  assays  made  by  him 
on  the  batch  for  potency,  sterility,  toxic¬ 
ity,  pyrogens,  moisture,  pH.  clarity,  peni¬ 
cillin  K  content  (unless  it  Is  crystalline 
penicillin  G>,  ciystal Unity  and  heat 
stability  if  it  is  crystalline  penicillin,  and 
the  penicillin  G  content  if  it  is  crystal¬ 
line  penicillin  G.  If  such  batch  or  any 
part  thereof  Is  to  be  packaged  with  a 
solvent  such  request  shall  also  be  accom¬ 
panied  by  a  statement  that  such  solvent 
conforms  to  the  requirements  prescribed 
therefor  by  this  section. 

(2)  If  such  batch  is  packaged  for  dis¬ 
pensing  such  person  shall  submit  with 
hLs  request  a  sample  consisting  of  one 
immediate  container  for  each  5,000  im¬ 
mediate  containers  in  such  batch,  but  in 
no  ca.se  shall  such  .sample  consist  of  less 
than  six  or  more  than  13  immediate  con¬ 
tainers;  unless: 

(i)  It  is  crystalline  penicillin,  other 
than  crystalline  penicillin  G,  then  not 
less  than  8  and  not  more  than  15 
immediate  containers; 


(li>  It  is  cry.stalline  penicillin  G.  then 
not  le.ss  than  10  and  not  more  than  17 
immediate  containers; 

(iii»  It  is  packaged  in  containers  of 
10,000  units  or  20,000  units  for  dental 
use,  then  not  less  than  20  and  not  more 
than  100  immediate  containers  if  it  is  not 
cry.stalline  penicillin  and  not  les.s  than 
40  and  not  more  than  100  immediate  con¬ 
tainers  if  it  is  crystalline  penicillin. 
Such  sample  .'hall  be  collected  by  taking 
single  immediate  containers,  before  or 
after  labeling,  at  such  intervals  through¬ 
out  the  entire  time  of  packaging  the 
batch  that  the  quantities  packaged  dur¬ 
ing  the  intervals  are  approximately 
equal. 

<3»  If  such  batch  is  packaged  for  re¬ 
packing  or  for  use  as  an  ingredient  in 
the  manufacture  of  another  drug,  such 
per.son  shall  submit  with  his  request  a 
sample  containing  6,  or  in  the  case  of 
crystalline  'penicillin  10,  approximately 
equal  portions  of  at  least  40  milligram.s 
each  taken  from  different  parts  of  such 
batch;  each  such  portion  shall  be  pack¬ 
aged  in  a  separate  container,  and  in  ac¬ 
cordance  with  the  requirements  of  para¬ 
graph  (b)  of  this  section. 

(4)  In  connection  with  contemplated 
requests  for  certification  of  repacked 
batches  or  batches  of  another  drug  in 
the  manufacture  of  which  it  is  to  be  used, 
the  manufacturer  of  a  batch  which  is^ 
to  be  so  repacked  or  used  may  request* 
the  Commissioner  to  make  check  tests 
and  as.says  on  a  .sample  of  such  batch 
taken  as  prescribed  by  subparagraph  (3) 
of  this  paragraph.  Fi'om  the  informa¬ 
tion  required  by  subparagraph  (1)  of  this 
paragraph  may  be  omitted  results  of  tests 
and  assays  not  required  for  the  batch 
when  used  in  such  other  drug.  The 
Commissioner  shall  report  to  such 
manufacturer  results  of  such  check  tests 
and  as.says  as  are  so  requested. 

(e)  Fees.  The  fee  for  the  services  ren¬ 
dered  with  respect  to  each  batch  under 
the  regulations  in  this  part  shall  be: 

(1)  $4.00  for  each  immediate  container 
in  the  sample  submitted  in  accordance 
with  paragraphs  (d)  (2),  (3>.  and  (4)  of 
this  section,  except  if  packaged  in  con¬ 
tainers  of  10,000  units  or  20,000  units 
each  for  dental  use,  $1.00  for  each  im¬ 
mediate  container;  and 

(2)  If  the  Commissioner  con.siders  that 
Inv’estigations.  other  than  examination 
of  such  immediate  containers,  are  neces- 
.sary  to  determine  whether  or  not  such 
batch  complies  with  the  requirements  of 
§  146.3  for  the  issuance  of  a  certificate, 
the  cost  of  such  inve.stigations. 

The  fee  prescribed  by  .subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unles.s 
such  fee  is  covered  by  an  advance 
deposit  maintained  in  accordance  with 
§  146.8  (d). 

§  148.25  Peyiicillhi  in  oil  and  wax 
icaicium  penicillm  in  oil  and  wax, 
crystallmc  penicillm  in  oil  and  wax*  — 
(a)  Standards  of  identity,  strength, 
quality,  and  purity.  Penicillin  in  oil  and 
wax  is  a  suspension  of  calcium  penicil¬ 
lin  or  crystalline  penicillin  in  a  mens¬ 
truum  of  refined  peanut  oil  or  sesame  oil 
in  which  white  wax  Ls  dispersed.  Its 
potency  is  100,000  units,  200,000  units,  or 
300,000  units  per  milliliter  except  if  it 
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Is  packaged  and  labeled  solely  for  udder 
Instillations  of  cattle  its  potency  is  2.000 
units  per  milliliter.  The  content  of  white 
wax  in  the  menstruum  before  the  addi¬ 
tion  of  the  penicillin  is  not  less  than  3  0 
percent  (w/v>  if  the  potency  is  to  be  not 
more  than  200.000  units  per  milliliter, 
and  not  less  than  4.7  or  more  than  4  9 
percent  (w'/v)  if  the  potency  is  to  be 
300,000  units  per  milliliter.  Its  moisture 
content  is  not  more  than  1.0  percent.  It 
is  sterile.  The  calcium  penicillin  or 
crystalline  penicillin  used  conforms  to 
the  requirements  of  §  146.24  (a)  except 
subparagraph  (7).  but  its  potency  is  not 
less  than  750  units  per  milligram  if  it 
is  used  in  making  a  pi  oduct  of  not  more 
than  200.000  units  per  milliliter,  and  not 
less  than  900  units  per  milligram  if  it 
is  used  in  making  a  product  containing 
300,000  units  per  milliliter.  The  sesame 
oil  u.sed  conforms  to  the  standards  pre¬ 
scribed  therefor  by  the  N.  F.  The  white 
wax  u.sed  conforms  to  the  standards  pre¬ 
scribed  therefor  by  the  U.  S.  P. 

(b)  Packaging.  The  immediate  con¬ 
tainer  of  penicillin  in  oil  and  wax  shall 
be  of  colorless  transparent  gla.ss  (unless 
it  is  packaged  and  labeled  solely  for  ud¬ 
der  instillations  of  cattle)  so  closed  as  to 
be  a  tight  container  as  defined  by  the 
U.  S.  P..  shall  be  sterile  at  the  time  of 
filling  and  closing,  shall  be  so  sealed  that 
its  contents  cannot  be  used  without  de¬ 
stroying  such  seal,  and  shall  be  of  such 
composition  as  will  not  cause  any  change 
in  the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limit  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  which  s^re  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  disre¬ 
garded.  The  quantity  of  penicillin  in  oil 
and  wax  in  each  such  container  shall  be 
such  that  as  much  as  one  milliliter  but 
not  more  than  20  milliliters  may  be  with¬ 
drawn  therefrom,  unless  it  is  packaged 
for  repacking  or  is  packaged  and  labeled 
solely  for  udder  instillations  of  cattle. 

(c)  Labeling.  Each  package  of  pen¬ 
icillin  in  oil  and  wax  shall  bear,  on  its 
label  or  labeling  as  hereinafter  indicated 
the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container  of 
the  package: 

(i)  The  batch  mark; 

(ii)  The  number  of  units  per  milliliter 
of  the  batch: 

(iii)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled  in.  if 

crystalline  penicillin  is  used,  with  the 
date  which  is  18  months,  or  if  crystalline 
penicillin  is  not  used,  with  the  date  which 
is  12  months  after  the  month  during 
which  the  batch  was  certified; 

(iv)  The  statement  “For  intramus¬ 
cular  or  subcutaneous  use  only”;  and 

(V)  If  it  is  represented  to  contain 
2.000  units  per  milliliter,  the  statement 
“For  udder  instillations  of  cattle  only”, 

(2»  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  for  use  and  warnings  as 
required  by  section  502  (f)  of  the  act, 
including: 

(i)  Clinical  indications; 

(ii)  £)osage  and  administration,  in¬ 
cluding  site  of  injection; 

(iii)  Contraindications;  and 


(iv)  Untoward  effects  that  may  ac¬ 
company  administration,  including  sen¬ 
sitization. 

(d)  Requests  for  certification;  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2,  a  person  who 
requests  certification  of  a  batch  of  peni¬ 
cillin  in  oil  and  wax  shall  submit  with 
his  request  a  statement  showing  the 
batch  mark,  the  number  of  packages  of 
each  size  in  such  batch,  the  batch  mark 
and  (unless  it  v;as  previously  submitted) 
the  date  on  which  the  latest  assay  of  the 
penicillin  used  in  making  such  batch  was 
completed,  the  number  of  units  in  each 
of  such  packages,  the  quantity  of  each 
ingredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the 
drug  comprising  such  batch  was  com¬ 
pleted.  and  that  the  peanut  oil  or  sesame 
oil  and  white  wax  used  in  making  such 
batch  conform  to  the  requirements  pre¬ 
scribed  therefor  by  this  section. 

(2)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

( i )  The  batch ;  potency,  sterility,  mois¬ 
ture. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  sterility,  toxicity,  pyro¬ 
gens.  moisture.  pH,  penicillin  K  content 
(unless  it  is  crystalline  penicillin  G), 
crystallinity  and  heat  stability  if  it  is 
crystalline  penicillin,  and  the  penicillin  G 
content  if  it  is  crystalline  penicillin  G. 

(3)  Except  as  otherwise  provided  by 
subparagraph  .(4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here- 
inafterTndicated.  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  package  for  each 
500  packages  in  the  batch,  but  in  no  case 
less  than  three  packages  or  more  than 
12  packages,  collected  by  taking  single 
packages  at  such  intervals  throughout 
the  entire  time  of  packaging  the  batch 
that  the  quantities  packaged  during  the 
intervals  are  approximately  equal. 

«ii)  The  penicillin  u.sed  in  making  the 
batch;  six  packages  if  it  is  calcium  peni¬ 
cillin  or  10  packages  if  it  is  crystalline 
penicillin,  containing  approximately 
equal  portions  of  not  less  than  40  milli¬ 
grams  each,  packaged  in  accordance  with 
the  requirements  of  §  146.24  (b). 

(iii)  In  case  of  an  initial  request  lor 
certification,  the  peanut  oil  or  sesame  oil 
and  white  wax  used  in  making  the  batch; 
one  package  of  each  containing,  respec¬ 
tively  approximately  250  grams  and  25 
grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3) 

(ii)  of  this  paragraph,  is  required  if  such 
result  or  sample  has  been  previously 
submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  in  oil  and  wax  under  the  regu¬ 
lations  in  this  part  shall  be: 

(1)'$8.00  for  each  package  submitted 
in  accordance  with  paragraph  (d)  (3) 
(1),  $4.00  for  each  package  in  the  sam¬ 
ples  submitted  In  accordance  with  para¬ 


graph  (d)  (3)  (li>  and  (iii),  of  this  sec¬ 
tion;  and 

(2)  If  the  Commissioner  considers 
that  investigations,  other  than  examina¬ 
tion  of  such  packages,  are  necessary  to 
determine  whether  or  not  such  batch 
complies  with  the  requirements  of  §  146.3 
for  the  issuance  of  a  certificate,  the  cost 
of  such  investigations. 

The  fees  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.26  Penicillin  ointment  (calcium 
penicillin  ointment,  penicillin  oUitmcnt 
calcium  salt) — (a)  Standards  of  identity, 
strength,  quality,  and  purity.  Penicillin 
ointment  is  calcium  penicillin  in  an  oint¬ 
ment  base  composed  of  wool  fat,  petro¬ 
latum.  or  white  petrolatum,  or  any  mix¬ 
ture  of  two  or  all  of  these,  with  or  without, 
liquid  petrolatum,  white  wax,  yellow  w  ax. 
cottonseed  oil,  or  peanut  oil,  oxycholes- 
terin  derivatives  from  wool  fat,  or  any 
mixture  of  two  or  all  of  these.  Its 
moisture  content  is  not  more  than  1.0 
percent.  Its  potency  is  not  less  than 
250  units  per  gram.  Its  content  of  vi¬ 
able  microorganisms  is  not  more  than  50 
per  gram.  The  penicillin  used  conform.s 
to  the  requirements  of  §  146.24  la)  ex¬ 
cept  the  limitation  on  penicillin  K  con¬ 
tent  and  except  subparagraphs  (1),  (2), 
(4),  and  (7)  of  §  146.24  (a>.  but  its  po¬ 
tency  is  not  less  than  300  units  per  milli¬ 
gram.  Tlie  peanut  oil  is  refined;  each 
other  component  of  the  ointment  ba.so 
conforms  to  the  standards  prescribed 
therefor  by  the  U.  S.  P. 

(b)  Packaging.  Penicillin  ointment 
shall  be  packaged  in  collapsible  tubes, 
which  shall  be  well-clo.sed  containers  as 
defined  by  the  U.  S.  P.,  and  shall  not  be 
larger  than  the  one-eight-ounce  size  if 
such  ointment  is  represented  for  oph¬ 
thalmic  use  and  in  no  case  larger  than 
the  two-ounce  size.  The  composition  of 
the  tubes  and  closure  shall  be  such  as 
will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(c)  Labeling.  Each  package  of  pen¬ 
icillin  ointment  shall  bear,  on  its  label 
or  labeling  as  hereinafter  indicated,  the 
following: 

(1)  On  Uie  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  per  gram  of 
the  batch;  and 

(iii)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled  in  with 

the  date  which  is  nine  months  after  the 
month  during  w'hich  the  batch  was  cer¬ 
tified. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer; 

(i)  The  statement  “Store  in  refrigera¬ 
tor  not  above  15®  C.  (59®  F.),”  or  “Store 
below  15®  C.  (59®  F.);” 

(ii)  Unless  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled,  the  statement  “Caution:  To  be 
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dispensed  only  by  or  on  the  prescription 

of  a _ the  blank  being  filled  In 

with  the  word  “physician”  or  "dentist” 
or  “veterinarian”  or  with  any  combina¬ 
tion  of  two  or  all  of  these  words  as  the 
case  may  be;  and 

(iii)  Unless  the  drug  is  intended  solely 
for  veterinary  use  and  is  so  labeled,  a 
reference  specifically  identifying  a  read¬ 
ily  available  medical  publication  con¬ 
taining  directions  and  precautions  (in¬ 
cluding  contraindications  and  possible 
sensitization)  adequate  for  the  use  of 
such,  ointment;  or  a  reference  to  a 
brochure  or  other  printed  matter  con¬ 
taining  such  directions  and.  precautions, 
and  a  statement  that  such  brochure  or 
printed  matter  will  be  sent  on  request. 

(»j  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  the 
drug  is  intended  solely  for  veterinary 
use,  directions  and  precautions  adequate 
for  the  use  of  such  ointment,  including: 

(1)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  ac¬ 
company  administration. 

(d)  Requests  for  certiftcatioJi ;  samples. 
(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2,  a  person  who 
requests  certification  of  a  batch  of 
penicillin  ointment  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark  and 
(unless  it  was  previously  submitted)  the 
date  on  which  the  latest  assay  of  the 
penicillin  used  in  making  such  batch  was 
completed,  the  quantity  of  each  in¬ 
gredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the  drug 
comprising  such  batch  was  completed, 
and  that  each  component  of  the  oint¬ 
ment  base  u.sed  conforms  to  the  require¬ 
ments  prescribed  therefor  by  this  section. 

(2)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and  as¬ 
says  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  batch:  potency,  moLsture,  mi¬ 
croorganism  count. 

(il)  The  penicillin  ased  in  making  the 
batch;  potency,  toxicity,  moisture,  pH. 

(3)  Except  as  otherwise  provided  by 
.subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  hereinafter 
indicated,  accurately  representative  sam¬ 
ples  of  the  following: 

(i)  The  batch;  one  package  for  each 
5,000  packages  in  the  batch,  but  in  no 
case  less  than  five  packages  or  more  than 
12  packages,  collected  by  taking  single 
packages  at  such  intervals  throughout 
the  entire  time  of  packaging  the  batch 
that  the  quantities  packaged  during  the 
intervals  are  approximately  equal. 

(ii)  The  penicillin  used  in  making  the 
batch;  five  packages  containing  approxi¬ 
mately  equal  portions  of  not  less  than 
40  milligrams  each,  packaged  in  ac¬ 
cordance  with  the  requirements  of 
§  146.24  (b). 

(iii)  In  case  of  an  Initial  request  for 
certification,  the  ingredients  used  in 
nmking  the  ointment  ba.se  of  the  batch; 
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one  package  of  each  containing  approxi¬ 
mately  200  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required  if 
such  result  or  sample  has  been  previously 
submitted. 

(e)  Fees.'  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  ointment  under  the  regulations 
in  this  part  shall  be: 

(1)  $8.00  for  each  package  in  the 
samples  .submitted  in  accordance  with 
paragraph  (d)  (3)  (i)  of  this  section, 
$4.00  for  each  package  in  the  samples 
submitted  in  accordance  with  paragraph 
(d)  (3)  (il)  and  (iii),  of  this  section; 
and 

( 2 )  If  the  Commissioner  considers  that 
investigations,  other  than  examination  of 
such  packages,  are  necessary  to  deter¬ 
mine  whether  or  not  such  batch  complies 
with  the  requirements  of  §  146.3  for  the 
Issuance  of  a  certificate,  the  cost  of  such 
investigations. 

The  fee  prescribed  by  subparagraph 
( 1 »  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §146.8 
(d). 

§  146.27  Tablets  buffered  penicillin 
(tablets  buffered  penicillin  sodium,  tab¬ 
lets  buffered  penicillin  calcium,  tab¬ 
lets  buffered  penicillin  potassium,  tablets 
buffered  penicillin  sodium  salt,  tablets 
buffered  penicillin  calcium  salt,  tablets 
buffered  penicillin  potassium  salt)  —  (a) 
Standards  of  identity,  strength,  quality, 
and  purity.  Tablets  buffered  penicillin 
is  penicillin  and  one  or  more  of  the 
buffer  substances  sodium  citrate,  sodium 
benzoate,  citric  acid,  aluminum  hydrox¬ 
ide,  calcium  carbonate,  magnesium  oxide, 
aluminum  dihydroxyamino  acetate,  and 
sodium  salts  of  fatty  acids  if  in  quantities 
sufficient  to  exert  a  buffering  action.  It 
is  tableted  with  or  without  the  addition  of 
one  or  more  suitable  and  harmless  dilu¬ 
ents,  binders,  lubricants,  colorings,  and 
flavorings.  The  potency  of  each  tablet 
is  not  less  than  50,000  units  and  if  it  is 
less  than  100,000  units  it  is  “unscored” ; 
its  moisture  content  is  not  more  than  1.0 
percent.  The  penicillin  used  conforms 
to  the  standards  prescribed  therefor  by 
§146.24  (a),  except  subparagraphs  (1). 
(2),  (4),  and  (7)  of  §  146.24  (a),  but  its 
potency  is  not  less  than  300  units  per 
milligram.  Each  other  substance,  if  its 
^name  is  recognized  in  the  U.  S.  P.  or  N.  F., 
’conforms  to  the  standards  prescribed 
therefor  by  such  official  compendium. 

(b)  Packaging.  Unle.ss  each  tablet 
buffered  penicillin  is  enclosed  in  foil  or 
plastic  film  and  such  enclosure  is  a  tight 
container  as  defined  by  the  U.  S.  P.,  ex¬ 
cept  the  provision  that  it  shall  be  capable 
of  tight  reclosure,  the  immediate  con¬ 
tainer  shall  be  a  tight  container  as  so 
defined.  The  immediate  container  may 
also  contaia  a  desiccant  separated  from 
the  tablets  by  a  plug  of  cotton  or  other 
like  material.  The  composition  of  the 
immediate  container,  ^or  of  the  foil  or 
film  enclosure,  shall  be  such  as  will  not 
cause  any  change  in  the  strength,  qual¬ 
ity,  or  purity  of  the  content  beyond  any 
limit  therefor  in  applicable  standards. 


except  that  minor  changes  so  caused 
which  are  normal  and  unavoidable  in 
good  packaging,  storage,  and  distribu¬ 
tion  practice  shall  be  disregarded.  The 
number  of  tablets  in  the  immediate  con¬ 
tainer  is  such  that  the  total  number  of 
Units  therein  is  not  less  than  300,000. 

(c)  Labeling.  Each  package  of  tab¬ 
lets  buffered  penicillin  shall  bear,  on  its 
label  or  labeling  as  hereinafter  indicated, 
the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  each  tab¬ 
let  of  the  batch; 

(iii)  The  name  of  each  buffer  sub¬ 
stance  used  in  making  the  batch;  and 

(iv)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in,  if 

crystalline  penicillin  is  used,  with  the 
date  which  is  18  months,  or  if  crystalline 
penicillin  is  not  used,  with  the  date  which 
is  12  months  after  the  month  during 
which  the  batch  was  certified. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer: 

(i)  Unless  it  is  intended  solely  for  vet¬ 
erinary  use  and  is  conspicuously  so 
labeled,  the  statement  “Caution:  To  be 
dispensed  only  by  or  on  the  prescription 

of  a _ ”,  the  blank  being  filled  in 

with  the  word  “physician”  or  “dentist” 
or  “veterinarian”  or  any  combination  of 
two  or  all  of  these  words,  as  the  case  may 
be. 

(ii)  Unless  it  is  intended  solely  for  vet¬ 
erinary  use  and  is  so  labeled,  a  reference 
specifically  Identifying  a  readily  avail¬ 
able  medical  publication  containing  di¬ 
rections  and  precautions  (including  con¬ 
traindications  and  possible  sensitization) 
adequate  for  the  use  of  such  tablets  buf¬ 
fered  penicillin,  or  a  reference  to  a  bro¬ 
chure,  or  other  printed  matter  containing 
such  directions  and  precautions,  and  a 
statement  that  such  brochure  and 
printed  matter  will  be  sent  on  request. 

<3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it  is 
intended  solely  for  veterinary  use,  direc¬ 
tions  and  precautions  adequate  for  the 
use  of  such  tablets.  Including: 

(i)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  ac¬ 
company  administration,  including  those 
from  any  buffer  substance  present. 

If  two  or  more  such  immediate  con¬ 
tainers  are  in  such  package  the  number 
of  such  circulars  or  other  labeling  shall 
not  be  less  than  the  number  of  such 
containers. 

(d)  Requests  for  certification i  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2,  a  person  who 
requests  certification  of  a  batch  of  tab¬ 
lets  buffered  penicillin  shall  submit  with 
his  request  -a  statement  showing  the 
batch  mark,  the  number  of  packages  of 
each  size  in  such  batch,  the  batch  mark 
and  (unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of  the 
penicillin  used  in  making  such  batch  was 
completed,  the  number  of  units  in  each 
tablet,  the  quantity  of  each  Ingredient 
used  in  making  the  batch,  the  date  on 
which  the  latest  assay  of  the  drug  com¬ 
prising  such  batch  was  completed  and  a 
statement  that  each  Ingredient  used  in 
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making  the  batch  conforms  to  the  re¬ 
quirements  prescribed  therefor,  if  any, 
by  this  Action. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  batch;  average  potency  per 
tablet,  average  moisture. 

<ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH, 
penicillin  K  content  (unless  it  is  crystal¬ 
line  penicillin  G),  crystallinity  and  heat 
stability  if  it  is  crystalline  penicillin,  and 
the  penicillin  G  content  if  it  is  crystal¬ 
line  penicillin  G. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  tablet  for  each 
5,000  tablets  in  the  batch,  but  in  no  case 
less  than  20  tablets  or  more  than  100  tab¬ 
lets,  collected  by  taking  single  tablets  at 
such  intervals  throughout  the  entire 
time  of  tableting  that  the  quantities  tab- 
leted  during  the  intervals  are  approxi¬ 
mately  equal. 

(ii)  The  penicillin  used  in  making  the 
batch;  six  packages,  or  in  the  case  of 
crystalline  penicillin  10  packages,  each 
containing  approximately  equal  portions 
of  not  less  than  40  milligrams  each, 
packaged  in  accordsince  with  the  re¬ 
quirements  of  §  146.24  (b). 

(iii)  In  case  of  an  initial  request  for 
certification,  each  buffer  substance,  dil¬ 
uent,  binder,  lubricant,  coloring,  and 
flavoring  used  in  making  the  batch;  one 
package  of  each  containing  approxi¬ 
mately  5  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required  if 
such  result  or  sample  has  been  previ¬ 
ously  submitted. 

(e)  Fees.  The  fee  for  the  services  ren¬ 
dered  with  respect  to  each  batch  of  tab¬ 
lets  buffered  penicillin  under  the  regula¬ 
tions  in  this  part  shall  be: 

(1)  $1.00  for  each  tablet  in  the  sample 
submitted  in  accordance  with  paragraph 
(d)  (3)  (i)  of  this  section.  $4.00  for 
each  package  in  the  samples  submitted 
in  accordance  with  paragraph  (d)  (3) 

(ii)  and  (iii),  of  this  section;  and 

(2)  If  the  Commissioner  considers  that 
investigations,  other  than  examination 
of  such  tablets  and  packages,  are  neces¬ 
sary  to  determine  whether  or  not  such 
batch  complies  with  the  requirements  of 
§  146.3  for  the-  issuance  of  a  certificate, 
the  cost  of  such  investigations. 

The  fee  prescribed  by.  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.29  Penicillin  with  aluminum  hy¬ 
droxide  gel — (a)  Standards  of  identity, 
strength,  quality,  and  purity.  Penicillin 
with  aluminum  hydroxide  gel  is  a  pack¬ 
aged  combination  of  one  immediate  con¬ 


tainer  of  penicillin  and  one  immediate 
container  of  aluminum  hydroxide  gel. 
Such  penicillin  conforms  to  the  stand¬ 
ards  prescribed  therefor  by  §  146.24  (a), 
except  subparagraphs  (1),  (4),  and  (7) 
of  §  146.24  (a),  but  its  potency  is  not 
less  than  300  units  per  milligram.  Such 
aluminum  hydroxide  gel  conforms  to  the 
standards  prescribed  therefor  by  the 
U.  S.  P.,  but  contains  not  more  than  50 
viable  microorganisms  per  milliliter. 

(b)  Packaging.  The  immediate  con¬ 
tainer  of  the  penicillin  shall  conform  to 
the  packaging  requirements  set  forth  in 
§  146.24  (b),  except  that  it  shall  contain 
not  less  than  300,000  units  and  its  closure 
may  be  one  through  which  a  hypodermic 
ne^le  cannot  be  introduced.  The  im¬ 
mediate  container  of  the  aluminum  hy¬ 
droxide  gel  shall  be  a  tight  container  as 
defined  by  the  U.  S.  P.;  the  quantity 
therein  shall  be  30  milliliters  for  each 
100,000  units  in  the  immediate  container 
of  penicillin. 

(c)  Labeling.  Each  package  of  pen¬ 
icillin  with  aluminum  hydroxide  gel  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  on  the  immediate  dontainer  of 
the  penicillin: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  such  con¬ 
tainer;  and 

(iii)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in  with 

the  date  which  is  18  months  after  the 
month  during  which  the  batch  was  certi¬ 
fied.  unless  it  is  crystalline  penicillin,  in 
which  case  the  blank  is  filled  in  with  the 
date  which  is  36  months  after  the  month 
during  which  the  batch  was  certified. 

(2)  On  the  immediate  container  of  the 
penicillin,  the  statement  “Warning — Not 
for  injection”,  unless  it  conforms  to  the 
standards  and  packaging  requirements 
prescribed  therefor  by  §  146.24  (a)  and 
(b) ,  except  that  the  Immediate  container 
may  contain  300,000  units. 

(3)  On  the  outside  wrapper  or  con¬ 
tainer  of  the  package,  the  statements; 

(i)  “Caution:  To  be  dispensed  only  by 

or  on  the  prescription  of  a  ”,  the 

blank  being  filled  in  with  the  word  “phy¬ 
sician”  or  “dentist”  or  both  as  the  case 
may  be;  and 

(ii)  “Store  in  refrigerator  not  above 
15“  C.  (59“  F.)”,  or  “Store  below  15“  C. 
(59“  F.)  ”,  unl^s  it  is  crystalline  penicillin 
in  which  case  the  storage  statement  may 
be  omitted. 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  direo- 
tions  and  precautions  adequate  for  the 
use  of  such  combination,  including: 

(i)  Clinical  indications; 

(ii)  Dosage  and  administration,  in¬ 
cluding  methods  of  mixing  the  penicillin 
with  the  aluminum  hydroxide  gel; 

(ill)  The  conditions  under  which  the 
mixture  should  be  stored,  including  a 
reference  to  its  instability  when  stored 
under  other  conditions  and  the  statement 
“The  mixture  may  be  kept  in  refrigerator 
for  one  week  without  significant  loss  of 
potency”; 

(iv)  Contraindications;  and 

(v)  Untoward  effects  that  may  accom¬ 
pany  administration. 

(d)  Requests  for  certification;  samples. 
(1)  In  addition  to  complying  with  re¬ 


quirements  of  §  146.2,  a  person  who  re¬ 
quests  certification  of  a  batch  of  peni¬ 
cillin  for  inclusion  in  such  combination 
shall  submit  with  his  request  a  statement 
showing  the  batch  mark  of  the  penicillin, 
the  number  of  packages  thereof  in  such 
batch,  the  number  of  units  in  the  imme¬ 
diate  container  thereof,  and  (unless  it 
was  previously  submitted)  the  date  on 
which  the  latest  assay  of  the  penicillin 
included  in  such  combination  was  com¬ 
pleted,  and  a  statement  that  the  alumi¬ 
num  hydroxide  gel  conforms  to  the  re¬ 
quirements  prescribed  therefor  by  thi.s 
section.  ^ 

(2)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  made  by  him  on  an  accurately 
representative  sample  of  the  penicillin 
for  potency,  sterility,  toxicity,  moisture, 
pH,  penicillin  K  content  (unless  it  is 
crystalline  penicillin  G) ,  crystallinity 
and  heat  stability  if  it  is  crystalline  peni¬ 
cillin,  and  the  penicillin  G  content  if  it 
is  crystalline  penicillin  G. 

(3)  If  the  penicillin  has  not  been  cer¬ 
tified  previously,  such  person  shall  sub¬ 
mit  in  connection  with  his  request  a 
sample  of  the  batch  consisting  of  one 
package  for  each  5,000  packages  in  the 
batch,  but  in  no  case  less  than  six  or 
more  than  13  packages  except  that  in 
the  case  of  crystalline  penicillin  other 
than  crystalline  penicillin  G  such  sam¬ 
ple  shall  consist  of  not  less  than  eight 
and  not  more  than  15  packages,  and  in 
the  case  of  crystalline  penicillin  G  not 
less  than  10  and  not  more  than  17  pack¬ 
ages.  Such  sample  shall  be  collected  by 
taking  single  packages  at  such  intervals 
throughout  the  entire  time  of  packag¬ 
ing  the  batch  that  the  quantities  pack¬ 
aged  during  the  intervals  are  approxi¬ 
mately  equal. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  of  this  paragraph  is  required 
if  such  result  has  been  previously  sub¬ 
mitted. 

(e)  Fees.  The  fees  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  for  inclusion  in  combination 
with  aluminum  hydroxide  gel  under  the 
regulations  of  this  part  shall  be: 

(1)  $4.00  for  each  immediate  con¬ 
tainer  in  the  sample  submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  of  this 
section,  or  $2.00  if  no  such  sample  is  sub¬ 
mitted.  and 

(2)  If  the  Commissioner  considers 
that  investigations,  other  than  exami¬ 
nation  of  such  containers,  are  necessary 
to  determine  whether  or  not  such  batch 
complies  with  the  requirements  of 
§  146.3  for  the  issuance  of  a  certificate, 
the  cost  of  such  investigations. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.30  Penicillin  troches  (sodium 
penicillin  troches,  calcium  penicillin 
troches,  potassium  penicillin  troches, 
penicillin  troches  sodium  salt,  penicillin 
troches  calcium  salt,  penicillin  troches 
potassium  salt) — (a)  Standards  of  iden¬ 
tity,  strength,  quality,  and  purity.  Peni- 
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cillin  troches  are  troches  composed  of 
penicillin  and  one  or  more  suitable  and 
harmless  diluents,  binders,  and  lubri¬ 
cants,  with  or  without  one  or  more  suit¬ 
able  and  harmless  masticatory  sub¬ 
stances,  colorings,  and  flavorings.  The 
potency  of  each  troche  is  not  less  than 
500  units;  the  moisture  content  is  not 
more  than  1.0  percent.  The  penicillin 
u.«:ed  conforms  to  the  requirements  of 
§  146.24  <a)  except  the  limitation  on 
penicillin  K  content  and  except  subpara¬ 
graphs  (1),  (2),  (4),  and  (7)  of  §  146.24 
(a>.  but  the  potency  is  not  less  than  300 
units  per  milligram.  Each  other  sub¬ 
stance  used,  if  its  name  is  recognized  in 
the  U.  S,  P.  or  N.  P.,  conforms  to  the 
.Standards  prescribed  therefor  by  such 
official  compendium. 

(b)  Packaging.  Unless  each  penicillin 
troche  is  enclosed  in  foil  or  plastic  film 
and  such  enclo.sure  is  a  tight  container 
a.s  defined  by  the  U.  S,  P.,  except  the 
provision  that  it  shall  be  capable  of  tight 
reclo.sure,  the  immediate  container  shall 
be  a  tight  container  as  so  defined.  The 
immediate  container  may  also  contain 
a  desiccant  separated  from  the  troches 
by  a  plug  of  cotton  or  other  like  mate¬ 
rial.  The  composition  of  the  immediate 
container,  or  foil  or  film  enclosure,  shall 
be  such  as  will  not  cause  any  change  in 
the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limit  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  disre¬ 
garded. 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  troches  shall  bear,  on  its  label  or 
labeling  as  hereinafter  indicated,  the 
following : 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  Immediate  container: 

(i)  The  batch  mark; 

(il)  The  number  of  units  in  each 
troche  of  the  batch;  and 
(iii)  The  statement  “Expiration  date 

. ”  the  blank  being  filled  in  with  the 

date  which  is  nine  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified. 

On  the  outside  wrapper  or  con¬ 
tainer: 

(i>  The  statement  “Store  in  refrigera¬ 
tor  not  above  15“  C.  <59“  P.),”  or  “Store 
below  15“  C.  <59“  P.)’’; 

(ii>  The  Jitatement  “Caution:  To  be 
dispensed  only  by  or  on  the  prescription 

of  a - ,”  the  blank  being  filled  in  with 

the  word  “phy.sician’’  or  “dentist”  or 
both,  as  the  case  may  be;  and 
(iii)  A  reference  specifically  identify¬ 
ing  a  readily  available  medical  publica¬ 
tion  containing  directions  and  precau¬ 
tions  <including  contraindications  and 
po.ssible  sensitization)  adequate  for  the 
use  of  such  troches;  or  a  reference  to  a 
brochure  or  other  printed  matter  con¬ 
taining  such  directions  and  precautions, 
and  a  statement  that  such  brochure  and 
printed  matter  will  be  sent  on  request. 

<3>  On  the  label  and  labeling  if  a 
masticatory  substance  is  present,  when¬ 
ever  the  name  penicillin  troches  appears, 
the  word  "chewing”  or  “masticatory”  In 
Juxtaposition  with  such  name. 

(d)  Requests  for  certification;  samples. 

In  addition  to  complying  with  the 


requirements  of  §  146.2,  a  person  who  re¬ 
quests  certification  of  a  batch  of  penicil¬ 
lin  troches  shall  submit  with  his  request 
a  statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unle.ss  it  was 
previously  submitted)  the  date  on  which 
the  latest  assay  of  the  penicillin  used  in 
making  such  batch  was  completed,  the 
number  of  units  in  each  troche,  the  quan¬ 
tity  of  each  ingredient  used  in  making 
the  batch,  the  date  on  which  the  latest 
assay  of  the  troches  comprising  such 
batch  was  completed,  and  a  statement 
that  each  ingredient  u.sed  in  making  the 
batch  conforms  to  the  requirements  pre¬ 
scribed  therefor  by  this  section. 

(2)  Except  as  otherwi.se  provided  in 
subparagraph  <4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  te.sts  and  assays 
listed  after  each  of  the  following,  made 
by  him  on  an  accurately  representative 
sample  of : 

(1)  The  batch;  average  potency  per 
troche,  average  moisture. 

<ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH, 
crystallinity  and  heat  stability  if  it  is 
cry.stalline  penicillin,  and  the  penicillin 
O  content  if  it  is  crystalline  penicillin  G. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  herein¬ 
after  indicated,  accurately  representative 
samples  of  the  following: 

(i)  The  batch;  one  troche  for  each 
5,000  troches  in  the  batch,  but  in  no  case 
less  than  20  troches  or  more  than  100 
troches,  collected  by  taking  single  troches 
at  such  Intervals  throughout  the  entire 
time  the  troches  are  being  made,  that 
the  quantities  made  during  the  inter¬ 
vals  are  approximately  equal. 

<ii)  The  penicillin  used  in  making  the 
batch;  five  packages,  or  in  the  case  of 
crystalline  penicillin  10  packages  of  each 
containing  approximately  equal  portions 
of  not  less  than  40  milligrams  each, 
packaged  in  accordance  with  the  require¬ 
ments  of  §  146.24  <b). 

<iii)  In  case  of  an  initial  request  for 
certification,  each  other  substance  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(4)  No  result  referred  to  In  subpara¬ 
graph  <2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
<3)  (ii)  of  this  paragraph,  is  required 
If  such  result  or  sample  has  been  pre¬ 
viously  submitted. 

(e)  Fees.  The  fee  for  the  service  ren¬ 
dered  with  respect  to  each  batch  of  peni¬ 
cillin  troches  under  the  regulations  in 
this  part  shall  be: 

(1)  $1.00  for  each  troche  without  m£is- 
ticatory  substance  In  the  sample  sub¬ 
mitted  in  accordance  with  paragraph 
(d)  <3)  (i)  of  this  section,  $2.(10  for  each 
troche  with  masticatory  substance  In 
such  sample.  $4.00  for  each  package  in 
the  samples  submitted .  In  accordance 
with  paragraph  (d)  <3)  (ii)  and  (iii)  of 
this  section;  and 

(2)  If  the  Commissioner  considers  that 
investigations,  other  than  examination 
of  such  troches,  are  necessary  to  deter¬ 
mine  whether  or  not  such  batch  com¬ 
plies  with  the  requirements  of  §  146.3 


for  the  issuance  of  a  certificate,  the 
cost  of  such  Investigations. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.31  Penicillin  dental  co7ies  (cal¬ 
cium  penicillin  dental  cones,  penicillin 
dental  cones  calcium  salt) — (a)  Sta7id~ 
ards  of  identity,  strength,  quality,  and 
purity.  Penicillin  dental  cones  are  com¬ 
posed  of  calcium  penicillin  and  one  or 
more  suitable  and  harmless  diluents, 
binders,  and  lubricants,  with  or  without 
one  or  both  of  the  sulfonamides,  sulfa¬ 
nilamide  and  sulfathiazole.  The  po¬ 
tency  of  each  cone  is  not  less  than  500 
units;  the  moisture  content  is  not  more 
than  1.0  percent;  the  content  of  viable 
microorganisms  is  not  more  than  50  per 
gram.  If  a  sulfonamide  is  used  its  quan¬ 
tity  is  not  less  than  0.032  gram  per  cone. 
Tlie  penicillin  used  conforms  to  the  re¬ 
quirements  of  §  146.24  (a)  except  the 
limitation  on  penicillin  K  content  aqd 
except  subparagraphs  (1),  (2),  (4).  and 
(7)  of  §  146.24  (a),  but  its  potency  is  not 
le.ss  than  300  units  per  milligram.  Each 
diluent,  binder,  lubricant,  and  sulfona¬ 
mide  used,  if  its  name  is  recognized  in 
the  U.  S.  P.  or  N.  P.,  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(b)  Packaging.  Unless  each  penicil¬ 
lin  dental  cone  is  enclo.sed  in  foil  or  plas¬ 
tic  film  and  such  enclosure  is  a  tight 
container  as  defined  by  the  U.  S.  P..  ex¬ 
cept  the  provision  that  it  shall  be  capable 
of  tight  reclosure,  the  immediate  con¬ 
tainer  shall  be  a  tight  container  as  so 
defined.  The  immediate  container  may 
also  contain  a  desiccant  separated  from 
the  cones  by  a  plug  of  cotton  or  other 
like  material.  The  composition  of  the 
immediate  container,  or  foil  or  film  en¬ 
closure,  shall  be  such  as  will  not  cause 
any  change  in  the  strength,  quality,  or 
purity  of  the  contents  beyond  any  limit 
therefor  in  applicable  standards,  except 
that  minor  changes  so  caused  which  are 
normal  and  unavoidable  in  good  packag¬ 
ing.  storage,  and  distribution  practice 
shall  be  disregarded. 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  dental  cones  shall  bear,  on  its  label 
or  labeling  as  hereinafter  indicated,  the 
following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  each  cone 
of  the  batch; 

(iii)  The  statement  “Expiration 

date _ ,”  the  blank  being  filled  in  with 

the  date  which  is  18  months  after  the 
month  during  which  the  batch  was 
certified. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer: 

(i)  The  statement  “Store  in  refriger¬ 
ator  not  above  15“  C.  (59“  P.)”,  or  “Store 
below  15“  C.  <59“  P.)”; 

(il)  Unless  it  is  Intended  solely  for 
veterinary  use  and  is  conspicuoasly  so 
labeled  the  statement  “Cauton:  To  be 
dispensed  only  by  or  on  the  prescription 

of  a _ ”,  the  blank  being  filled  in  with 

the  words  “physician”  or  “dentist”  or 
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“veterinarian’*  or  of  any  combination  of 
two  or  all  of  these  words,  as  the  case 
may  be;  and 

(hi)  Unless  the  drug  is  intended  solely 
for  veterinary  use  and  is  so  labeled,  a  ref¬ 
erence  specifically  identifying  a  readily 
available  medical  publication  containing 
directions  and  precautions  (including 
contraindications  and  possible  sensitiza¬ 
tion)  adequate  for  the  use  of  such  cones; 
or  a  reference  to  a  brochure  or  other 
printed  matter  containing  such  directions 
and  precautions,  and^  a  statement  that 
such  brochure  and  printed  matter  will 
be  sent  on  request. 

(3)  On  the  label  and  labeling  if  a 

sulfonamide  is  present,  after  the  name 
penicillin  dental ‘cones  wherever  it  ap¬ 
pears,  the  words  “with - ’’  in  juxtapo¬ 

sition  with  such  name,  the  blank  being 
filled  in  with  the  name  of  the  sulfonamide 
used. 

(4)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  the 
drug  is  intended  solely  for  veterinary  use, 
directions  and  precautions  adequate  for 
the  use  of  such  penicillin  dental  cones, 
including; 

(1)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  ac¬ 
company  administration. 

If  two  or  more  such  immediate  con¬ 
tainers  are  in  such  package  the  number 
of  circulars  or  other  labeling  shall  not 
be  less  than  the  number  of  such  con¬ 
tainers. 

<d)  Requests  for  certification;  sam¬ 
ples.  ( 1 )  In  addition  to  complying  with 
the  requirements  of  §  146.2,  a  person 
who  requests  certification  of  a  batch  of 
penicillin  dental  cones  shall  submit  with 
his  request  a  statement  showing  the 
batch  mark,  the  number  of  packages  of 
each  size  in  such  batch,  the  batch  mark 
and  (unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of  the 
penicillin  used  in  making  such  batch  was 
completed,  the  number  of  units  in  each 
cone,  the  quantity  of  each  ingredient 
used  in  making  the  batch,  the  date  on 
which  the  latest  assay  of  the  cones  com¬ 
prising  such  batch  was  completed,  and 
that  each  binder,  diluent,  lubricant,  and 
sulfonamide  used  in  making  the  batch 
conforms  to  the  requirements  prescribed 
therefor  by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following 
made  by  lum  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  match;  average  potency  per 
cone,  average  moisture,  microorganism 
count. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  hereinafter 
indicated,  accurately  representative 
samples  of  the  following; 

(i)  The  batch;  one  cone  for  each  5,000 
cones  in  the  batch;  but  in  no  case  less 
than  20  cones  or  more  than  100  cones, 
collected  by  taking  single  cones  at  such 


Intervals  throughout  the  entire  time  the 
cones  are  being  made  that  the  quantities 
made  during  the  intervals  are  approxi¬ 
mately  equal; 

(ii)  The  penicillin  used  in  making  the 
batch;  five  packages  containing  approxi¬ 
mately  equal  portions  of  not  less  than  40 
milligrams  each,  packaged  in  accordance 
with  the  requirements  of  §  146.24  (b) ; 

(iii)  In  case  of  an  initial  request  for 
certification,  each  other  substance  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required 
if  such  result  or  sample  has  been  pre¬ 
viously  submitted. 

(e)  Fees.  The  fee  for  the  services  ren¬ 
dered  with  respect  to  each  batch  of  peni¬ 
cillin  dental  cones  under  the  regulations 
in  this  part  shall  be: 

(1)  $1.00  for  each  cone  in  the  sample 
submitted  in  accordance  with  paragraph 
(d)  (3)  (i)  of  this  section;  $4.00  for 
each  package  in  the  samites  submitted 
in  accordance  with  paragraph  (d)  (3) 
(ii)  and  (iii)  of  this  section;  and 

(2)  If  the  Commissioner  considers 
that  investigations,  other  than  examina¬ 
tion  of  such  cones  and  packages,  are 
necessary  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  of  §  146.3  for  the  issuance  *of  a 
certificate,  the  cost  of  such  investiga¬ 
tions. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.32  Penicillin  with  vasoconstric¬ 
tor;  penicillin  with  (the  blank  being 
filled  in  with  the  common  or  usual  name 
of  the  vasoconstrictor) — (a)  Standards 
of  identity,  strength,  quality,  and  purity. 
Penicillin  with  vasoconstrictor  is  a  pack¬ 
aged  combination  of  one  immediate  con¬ 
tainer  of  calcium  penicillin  and  one  im¬ 
mediate  container  of  an  aqueous  solution 
of  a  vasoconstrictor.  Such  penicillin 
conforms  to  the  standards  prescribed 
therefor  by  §  146.24  except  the  limitation 
on  penicillin  K  content,  and  is  of  such 
quantity  that  when  dissolved  in  such 
solution  the  potency  thereof  is  not  less 
than  500  units  per  milliliter  after  it  has 
been  kept  for  seven  days  at  a  temperature 
of  15®  C.  (59®  F.).  Such  solution  con¬ 
tains  buffering  salts  to  produce,  after  the 
penicillin  has  been  dissolved  in  it,  an 
isotonic  solution  of  pH  6,  :t0.2,  and  a 
preservative  which  prevents  growth  of 
microorganisms.  Each  buffering  salt 
and  preservative  used,  if  its  name  is 
recognized  in  the  U.  S.  P.  or  N.  F..  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(b)  Packaging.  The  Immediate  con¬ 
tainer  of  the  penicillin  and  the  immedi¬ 
ate  container  of  the  aqueous  solution  of 
vasoconstrictor  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.  S.  P.  The 
immediate  container  of  the  penicillin 
shall  be  sterile  at  the  time  of  filling  and 
closing,  shall  be  so  sealed  that  the  con¬ 
tents  cannot  be  used  without  destroying 
the  seal,  and  shall  be  of  such  composi¬ 


tion  as  will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  with  vasoconstrictor  shall  bear  on 
its  label  or  labeling,  as  hereinafter  indi¬ 
cated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  on  the  immediate  container 
of  the  calcium  penicillin: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  such  con¬ 
tainer;  and 

(lit)  The  statement  “Expiration  date 

- the  blank  being  filled  in  with  the 

date  which  is  18  months  after  the  month 
during  which  the  batch  was  certified. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer  and  on  the  immediate  container  of 
the  aqueous  solution  of  the  vasocon¬ 
strictor: 

(i)  A  statement  giving  the  method  of 
dissolving  the  penicillin  in  the  solution: 

(ii)  The  potency  per  milliliter  after 
the  penicillin  has  t^en  dissolved  therein; 

(iii)  The  statement  “Store  in  refrig¬ 
erator  not  above  15®  C.  (59®  F.),”  or 
“Store  below  15®  C.  (59®  F.,)”; 

(iv)  The  statement  “Warning  not  for 
Injection.”  and  unless  it  is  intended 
solely  for  veterinary  use  and  is  conspicu¬ 
ously  so  labeled,  the  statement  “To  be 

Administered  only  by  a _ the  blank 

being  filled  in  with  the  word  “physician." 
or  “dentist,”  or  “veterinarian”  or  with 
any  combination  of  two  or  all  of  these 
words  as  the  case  may  be;  and 

(v)  The  conditions  under  which  the 
solution  should  be  stored,  including  a 
reference  to  its  Instability  when  stored 
under  other  conditions  and  the  state¬ 
ment,  “The  solution  may  be  kept  in  re¬ 
frigerator  for  one  week  without  signifi¬ 
cant  loss  of  potency.” 

(3)  On  the  outside  wrapper  or  con¬ 
tainer.  unless  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled: 

(i)  The  statement  “Caution:  To  be  dis¬ 
pensed  only  by  or  on  the  prescription 
of  a  J — ”,  the  blank  being  filled  in  with 
the  word  “physician”  or  “dentist”  or 
“veterinarian”  or  with  any  combination 
of  two  or  all  of  these  words,  as  the  case 
may  be;  and 

(ii)  A  reference  specifically  Identify¬ 
ing  a  readily  available  medical  publica¬ 
tion  containing  directions  and  precau¬ 
tions  (including  contraindications  and 
possible  sensitization)  adequate  for  the 
use  of  penicillin  with  vasoconstrictor;  or 
a  reference  to  a  brochure  or  other 
printed  matter  containing  such  direc¬ 
tions  and  precautions,  and  a  statement 
that  such  brochure  and  printed  matter 
will  be  sent  on  request. 

(4)  If  intended  solely  for  veterinary 
use,  directions  and  precautions  adequate 
for  the  use  of  such  penicillin  with  vaso¬ 
constrictor,  including: 

(i)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(Iv)  Untoward  effects  that  may  ac¬ 
company  administration. 
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If  two  or  more  such  immediate  con¬ 
tainers  are  in  such  package  the  number 
of  circulars  or  other  labeling  shall  not 
be  less  than  the  number  of  such  con¬ 
tainers. 

<d)  Requests  lor  certification;  sam¬ 
ples.  ( 1 )  In  addition  to  complying  with 
the  requirements  of  S  146.2,  a  person  who 
requests  certification  of  a  batch  of  peni¬ 
cillin  for  inclu-sion  in  such  combination 
shall  .submit  with  his  request  a  statement 
showing  the  batch  mark  of  the  penicillin, 
the  number  of  packages  thereof  in  such 
batch,  the  number  of  units  in  the  imme¬ 
diate  container  thereof,  and  (unless  it 
was  previously  submitted)  the  date  on 
which  the  latest  assay  of  the  penicillin 
included  in  such  combination  was  com¬ 
pleted,  the  quantity  of  each  ingredient 
used  in  making  the  solution  of  the  vaso¬ 
constrictor,  and  a  statement  that  such 
solution  conforms  to  the'  requirements 
prescribed  therefor  by  this  section. 

<2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph,  .such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and  assays 
listed  after  each  of  the  following,  made 
by  him  on  an  accurately  representative 
sample  of; 

<i'  The  penicillin:  potency,  sterility, 
toxicity,  pyrogens,  moisture,  pH  and 
clarity'. 

(ii»  The  solution  after  the  penicillin 
has  been  dissolved  therein;  potency. 

<3i  Except  as  otherwise  provided  In 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  herein¬ 
after  indicated,  accurately  representative 
samples  of  the  following: 

'i)  The  penicillin;  one  package  for 
each  5,000  packages  in  the  batch,  but  in 
no  case  less  than  20  packages  or  more 
than  100  packages,  collected  by  tak¬ 
ing  single  packages  at  such  Intervals 
throughout  the  entire  time  of  packaging 
the  batch  that  the  quantities  packaged 
during  the  intervals  are  approximately 
equal. 

<ii>  In  case  of  an  initial  request  for 
certification,  or  when  any  change  is  made 
in  the  composition  of  such  .solution,  five 
packages  of  the  solution  included  in  the 
combination. 

<4>  No  result  referred  to  in  subpara- 
grapli  (2)  (i)  of  this  paragraph,  and  no 
samples  referred  to  in  subparagraph  (3) 
(i>  of  this  paragraph,  are  required  if 
.such  result  or  sample  has  been  previ¬ 
ously  .submitted. 

<et  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  for  inclusion  in  combination 
with  vasoconstrictor  under  this  part 
shall  be; 

$1.00  for  each  immediate  con¬ 
tainer  submitted  in  accordance  with 
paragraph  (d)  (3)  (i)  of  this  section,  or 
S2.00  if  no  such  sample  is  submitted: 
$4  00  for  each  package  .submitted  in  ac¬ 
cordance  with  paragraph  (d)  (3)  (il) 
of  this  ,'«ction;  and 

*2*  If  the  Commissioner  considers 
that  investigations,  other  than  examina¬ 
tion  of  such  packages,  are  necessary  to 
determine  whether  or  not  such  batch 
complies  with  the  requirements  of  §  146.3 
for  the  issuance  of  a  certificate,  the  cost 
of  such  investigations. 


The  fee  prescribed  by  subparagraph 

(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advanced  de¬ 
posit  maintained  in  accordance  with 
§  146.8  (d). 

§  146.33  Penicillin  for  surface  appli¬ 
cation — ia)  Standards  of  identity, 
strength,  quality,  and  purity.  Penicillin 
for  surface  application  is  calcium  peni¬ 
cillin  and  one  or  more  of  the  diluents 
sodium  chloride,  milk  sugar,  sodium  cit¬ 
rate,  and  dextrose.  Its  content  of  viable 
microorganisms  is  not  greater  than  is 
consistent  with  good  pharmaceutical 
manufacturing  practice.  Its  moisture 
content  is  not  more  than  1.0  percent. 
The  penicillin  used  conforms  to  the  re¬ 
quirements  of  §  146.24  (a),  except  the 
limitation  on  penicillin  K  content  and 
except  subparagraphs  (1),  (2),  (4)  and 
(7)  of  §  146.24  (a),  but  its  potency  is  not 
le.ss  than  300  units  per  milligram.  Each 
diluent  conforms  to  the  standards  pre¬ 
scribed  therefor  by  the  U.  S.  P. 

(b)  Packaging.  Unless  the  penicillin 
for  surface  application  is  enclosed  in  foil 
or  plastic  film  and  such  enclosure  is  a 
tight  container  as  defined  by  the  U.  S.  P., 
except  the  provision  that  it  shall  be 
capable  of  tight  reclosure,  the  imme¬ 
diate  container  shall  be  a  tight'eontainer 
as  so  defined.  The  composition  of  the 
immediate  container,  or  of  the  foil  or 
film  enclosure,  shall  such  as  will  not 
cause  any  change  in  the  strength,  qual¬ 
ity.  or  purity  of  the  contents  beyond  any 
limit  therefor  in  applicable  standards, 
except  that  minor  changes  so  caused 
which  are  normal  and  unavoidable  in 
good  packaging,  storage,  and  distribution 
practice  shall  be  disregarded.  Each  im¬ 
mediate  container  (except  when  its  con¬ 
tent  is  tw'o  or  more  foil  or  film  enclo¬ 
sures)  and  each  foil  or  film  enclosure 
shall  contain  not  less  than  10,000  units 
or  more  than  50,000  units  and  shall  be  so 
sealed  that  the  contents  cannot  be  used 
without  destroying  such  seal, 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  for  surface  application  shall  bear, 
on  its  label  or  labeling  as  hereinafter 
indicated,  the  folowing: 

(I)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  the  imme¬ 
diate  container  or  in  each  foil  or  film 
enclo.sure  therein,  and  the  number  of 
such  foil  or  film  enclosures; 

(iii)  The  statement  “Expiration  date 

- ”,  the  blank  being  filled  in  with  the 

date  which  is  12  months  after  the  month 
during  which  the  batch  was  certified; 
and 

(iv)  In  case  the  drug  is  not  sterile, 
the  statement  “Not  sterile — not  for  in¬ 
jection — not  to  be  used  in  deep  wounds  or 
body  cavities.” 

(2)  On  the  out.side  wrapper  or  con¬ 
tainer; 

(i)  The  statement  “Store  in  refrig¬ 
erator  not  above  15®  C.  (59®  F.),”  or 
“Store  below  15®  C.  (59®  F.)”; 

(II)  If  two  or  more  such  Immediate 
containers  or  foil  or  film  enclosures  are 
in  such  packages,  the  number  of  such 
containers  or  foil  or  film  enclosures 
therein  and  the  number  of  units  in  each; 


(iii)  Unless  it  Is  intended  .solely  for 
veterinary  u.se  and  is  conspicuously  so 
labeled,  the  statement  “Caution:  To  be 
dispensed  only  by  or  on  the  pre.'^cription 

of  a _ ”,  the  blank  to  be  filled  in  with 

the  word  “physician”  or  “dentist”  or 
“veterinarian”  or  with  any  combination 
of  two  or  all  of  the.«e  w’ords,  as  the  ca.se 
may  be; 

(iv)  The  conditions  under  which  solu¬ 
tions  of  penicillin  for  surface  applica¬ 
tion  should  be  stored,  including  a  ref¬ 
erence  to  their  instability  when  stored 
under  other  conditions,  and  the  state¬ 
ment  “The  solution  may  be  kept  in  re¬ 
frigerator  for  one  week  without  signifi¬ 
cant  lo.ss  of  potency”;  and 

(v)  Unless  the  drug  is  intended  solely 
for  veterinary  use  and  is  so  labeled,  a 
reference  specifically  identifying  a  readily 
available  medical  publication  containing 
directions  and  precautions  (including 
contraindications  and  po.s.sible  sensifza- 
tion»  adequate  for  the  use  of  penicillin 
for  surface  application:  or  a  reference  to 
a  brochure  or  other  printed  matter  con¬ 
taining  .such  directions  and  precautions, 
and  a  statement  that  .such  brochure  or 
printed  matter  will  be  sent  on  reque.st. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  the 
drug  is  intended  solely  for  veterinary  u.se, 
directions  and  precautions  adequate  for 
the  use  of  such  penicillin  for  surface 
application  including: 

(i)  Clinical  indications; 

(il)  Dosage  and  administration; 

(iii)  Contraindications:  and 

(iv>  Untoward  effects  that  may  ac¬ 
company  administration. 

If  two  or  more  such  immediate  con¬ 
tainers  are  in  such  package,  the  num¬ 
ber  of  circulars  or  other  labeling  shall 
not  be  less  than  the  number  of  such 
containers. 

(d)  Requests  for  certification;  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2.  a  person  who 
requests  certification  of  a  batch  of  peni¬ 
cillin  for  surface  application  shall  .sulmiit 
with  his  request  a  statement  showiitg 
the  batch  mark,  the  number  of  packages 
of  each  .size  in  such  batch,  the  batch 
mark  and  (unless  it  was  previonsly  .sub¬ 
mitted*  the  date  on  which  the  latest 
assay  of  the  penicillin  used  in  making 
such  batch  was  completed,  the  number 
of  units  in  each  immediate  container  or 
foil  or  film  enclosure,  the  quantity  of 
each  ingredient  used  in  making  the  batch, 
the  date  on  which  the  latest  assay  of 
the  drug  comprising  such  batch  was  com¬ 
pleted,  and  that  the  .sodium  chloride, 
milk  sugar,  sodium  citrate,  and  dextrose 
used  in  making  such  batch  conform  to 
the  standards  prescribed  therefor  by  the 
U.  S.  P. 

<2)  Except  as  otherwise  provided  in 
.subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  reque.st  results  of  the  tests  and 
a.ssays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(i)  The  batch;  average  potency  per 
Immediate  container  or  foil  or  film  en¬ 
closure,  moisture,  microorgani.^^m  count. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture  and 
pH. 
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(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  immediate  con¬ 
tainer  or.  if  the  drug  is  packed  in  foil  or 
film  enclosures,  one  such  enclosure  for 
each  5,000  such  containers  or  enclosures 
In  the  batch,  but  in  no  case  less  than  20 
such  containers  or  enclosures  or  more 
than  100.  collected  by  taking  single  con¬ 
tainers  or  enclosures  at  such  intervals 
throughout  the  entire  time  of  packaging 
the  batch,  that  the  quantities  packed 
during  the  intervals  are  approximately 
equal; 

(ii)  The  penicillin  used  in  making  the 
batch:  five  packages  containing  approxi¬ 
mately  equal  portions  of  not  less  than  40 
milligrams  each,  packaged  in  accord¬ 
ance  with  the  requirements  of  §  146.24 

(b) ;  and 

(iii)  In  case  of  an  Initial  request  for 
certification,  each  other  substance  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3) 

(ii)  of  this  paragraph,  is  required  if  such 
result  or  sample  has  been  previously 
submitted. 

(e>  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  for  surface  application  under 
the  regulations  in  this  part  .shall  be: 

(1 )  $1  00  for  each  immediate  container 
or  foil  or  film  enclosure,  whichever  is  the 
greate.st  number,  in  the  samples  .sub¬ 
mitted  in  accordance  with  paragraph  (d  > 
(3)  (i>  of  this  section;  $4  00  for  each 
package  submitted  in  accordance  with 
paragraph  (d)  (3)  (ii»  and  (iii*  of  this 
section:  and 

(2 )  If  the  Commissioner  considers  that 
Investigations,  other-  than  examination 
of  such  containers  or  enclosures,  are 
necessary  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  of  S  146.3  for  the  issuance  of  a  cer¬ 
tificate.  the  cost  of  such  investigations. 

The  fee  prescribed  by  subparagraph 
(1*  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  de¬ 
posit  maintained  in  accordance  with 
§  146  8  (d*. 

§  146.34  Tablets  alu7n  precipitated 
penicillin — (a)  Standards  of  identity, 
strength,  quality,  and  purity.  Tablets 
alum  precipitated  penicillin  are  tablets 
composed  of  penicillin  precipitated  with 
pota.ssium  alum,  and  tablcted  with  sod¬ 
ium  benzoate,  with  or  without  the  addi¬ 
tion  of  one  or  more  suitable  and  harmless 
diluents,  binders,  lubricants,  colorings, 
and  flavorings.  The  potency  of  each 
tablet  is  not  less  than  50,000  units  and 
if  it  is  le.ss  than  100,000  units  it  is  “un¬ 
scored”;  each  tablet  contains  0.3  gram 
of  sodium  benzoate:  the  moisture  con¬ 
tent  is  not  more  than  2.0  percent.  The 
penicillin  used  conforjns  to  the  require¬ 
ments  of  §  146.24  (a),  except  subpara¬ 
graphs  (1),  (2),  (4*.  and  (7)  of  §  146.24 
(a),  but  its  potency  is  not  less  than  300 
units  per  milligram.  E^ch  other  sub¬ 
stance  used  if  its  name  is  recognized  in 


the  U.  S.  P.  or  N.  P..  conforms  to  the 
standards  prescribed  therefor  by  such 
ofiBcial  compendium. 

(b)  Packaging.  Unless  each  tablet 
alum  precipitated  penicillin  is  enclosed 
in  foil  or  plastic  film  and  such  enclosure 
is  a  tight  container  as  defined  by  the 
U.  S.  P.,  except  the  provision  that  it 
shall  be  capable  of  tight  reclosure,  the 
immediate  container  shall  be  a  tight  con¬ 
tainer  as  so  defined.  The  immediate 
container  may  also  contain  a  desiccant 
separated  from  the  tablets  by  a  plug  of 
cotton  or  other  like  material.  The  com¬ 
position  of  the  immediate  container,  or 
of  the  foil  or  film  enclosure,  shall  be 
such  as  will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  appli¬ 
cable  standards,  except  that  minor 
changes  so  caused  w'hich  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded.  The  number  of  tablets  in  the 
immediate  container  is  such  that  the 
total  number  of  units  therein  is  not  le.ss 
than  300,000. 

(c)  Labeling.  Each  package  of  tab¬ 
lets  alum  precipitated  penicillin  shall 
bear,  on  its  label  or  labeling  as  herein¬ 
after  indicated  the  following; 

(1)  On. the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(i)  The  batch  mark; 

(ii)  The  number  of  units  in  each  tab¬ 
let  of  the  batch;  • 

(iii)  The  quantity  of  sodium  benzoate 
in  each  tablet; 

(iv)  The  statement  “Expiration  date 

- ,”  the  blank  being  filled  in 

with  the  date  which  is  12  months  after 
the  month  during  w'hich  the  batch  was 
certified. 

(2*  On  the  outside  wrapper  or  con¬ 
tainer: 

(i)  Unle.ss  it  is  intended  solely  for 
veterinary  use  and  is  con.spicuously  .so 
labeled,  the  statement  “Caution:  To  be 
dispen.sed  only  by  or  on  the  pre.scription 

of - ,”  the  blank  being  filled 

in  with  the  word  “physician”  or  “den- 
ti.st”  or  “veterinarian”  or  with  any  com¬ 
bination  of  tw’o  or  all  of  these  words,  as 
the  ca.se  may  be. 

(ii)  Unless  it  is  intended  solely  for 
veterinary  use  and  is  so  labeled,  a  ref¬ 
erence  specifically  Identifying  a  readily 
available  medical  publication  containing 
directions  and  precautions  (including 
contraindications  and  possible  sensiti¬ 
zation)  adequate  for  the  use  of  such  tab¬ 
lets  alum  precipitated  penicillin,  or  a  ref¬ 
erence  to  a  brochure,  or  other  printed 
matter  containing  such  directions  and 
precautions,  and  a  statement  that  such 
brochure  and  printed  matter  will  be  sent 
on  request. 

(3)  On  the  circular  or  other  labeling 
w’ithin  or  attached  to  the  package,  if  it  is 
intended  solely  for  veterinary  use,  direc¬ 
tions  and  precautions  adequate  for  the 
use  of  such  tablets,  including: 

(i)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  ac¬ 
company  administration. 

If  two  or  more  such  immediate  con¬ 
tainers  are  In  such  package  the  number 
of  such  circulars  or  other  labeling  shall 


not  be  less  than  the  number  of  such 
containers. 

(d)  Requests  for  certification;  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2,  a  person  who 
requests  certification  of  a  batch  of  tablets 
alum  precipitated  penicillin  .shall  submit 
with  his  request  a  statement  showing  the 
batch  mark,  the  number  of  packages  of 
each  size  in  such  batch,  the  batch  mark 
and  (unle.ss  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of  the 
penicillin  used  in  making  .such  batch  was 
completed,  the  number  of  units  in  each 
tablet;  the  quantity  of  each  ingredient 
used  in  making  the  batch,  the  date  on 
which  the  latest  assay  of  the  drug  com¬ 
prising  such  batch  w’as  completed,  and  a 
statement  that  each  ingredient  u.sed  in 
making  the  batch  conforms  to  the  re¬ 
quirements  prescribed  therefor  by  this 
section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  te.sts  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  represen¬ 
tative  sample  of : 

(i)  The  batch;  average  potency  per 
tablet,  average  moisture. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moi.sture,  pH, 
penicillin  K  content  (unless  it  is  crystal¬ 
line  penicillin  G),  crystallinity  and  heat 
stability  if  it  is  crystalline  penicillin, 
and  the  penicillin  G  content  if  it  is  crys¬ 
talline  penicillin  G. 

(3)  Except  as  otherwi.se  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  .shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(i)  The  batch;  one  tablet  for  each 
5,000  tablets  in  the  batch,  but  in  no  case 
less  than  20  tablets  or  more  than  100 
tablets,  collected  by  taking  single  tab¬ 
lets  at  such  intervals  throughout  the  en¬ 
tire  time  of  tableting  that  the  quanti¬ 
ties  tableted  during  the  intervals  are  ap¬ 
proximately  equal, 

(ii)  The  penicillin  used  in  making  the 
batch;  six  packages,  or  in  case  of  crys¬ 
talline  penicillin  10  packages,  each  con¬ 
taining  approximately  equal  portions  of 
not  less  than  40  milligrams  each,  pack¬ 
aged  in  accordance  with  the  require¬ 
ments  of  §  146.24  (b). 

(iii)  In  ca.se  of  an  initial  request  for 
certification,  each  other  substance  u.sed 
in  making  the  batch;  one  package  of 
each  containing  approximately  five 
grams. 

(4)  No  re.sult  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required 
if  such  result  or  sample  has  been  previ¬ 
ously  submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
tablets  alum  precipitated  penicillin  un¬ 
der  this  part  shall  be: 

(1)  $1.00  for  each  tablet  in  the  sample 
submitted  in  accordance  with  paragraph 
(d)  (3)  (1)  of  this  section;  $4.00  for  each 
package  In  the  samples  submitted  in 
accordance  with  paragraph  (d)  (3)  (ii) 
and  (iii),  of  this  section;  and 
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(2)  If  the  Commissioner  considers  that 
investigation,  other  than  examination  of 
such  tablets  and  packages,  are  necessary 
to  determine  whether  or  not  such  batch 
complies  with  the  requirements  of 
§  146.3  for  the  Issuance  of  a  certificate, 
the  cost  of  such  Investigations. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  result  for  certification  unless  such 
fee  Is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.35  Penicillin  sulfonamide  pow¬ 
der  (calcium  penicillin  sulfonamide 
powder) — (a)  Standards  of  identity, 
strength,  quality,  and  purity.  Penicillin 
sulfonamide  powder  is  composed  of  cal¬ 
cium  penicillin  and  one  or  both  of  the 
sulfonamides,  sulfanilamide  and  sulfa- 
thiazole.  It  is  sterile.  Its  moisture  con¬ 
tent  is  not  more  than  1.0  percent.  The 
quantity  of  each  sulfonamide  used  is  not 
more  than  0.0125  gram  for  each  100  units 
of  penicillin  used.  The  penicillin  used 
conforms  to  the  requirements  of  §  146.24 

(a)  except  limitation  on  penicillin  K 
content  and  except  subparagraphs  (1), 
(4),  and  (7)  of  §  146.24  (a),  but  its  po¬ 
tency  is  not  less  than  300  units  per  mil¬ 
ligram.  Each  sulfonamide  used  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  the  U.  S.  P. 

(b)  Packaging.  In  all  cases,  the  im¬ 
mediate  container  of  penicillin  sulfona¬ 
mide  powder  shall  be  a  tight  container 
as  defined  by  the  U.  S.  P.,  except  the  pro¬ 
vision  that  it  shall  be  capable  of  tight 
reclosure,  shall  be  sterile  at  the  time  of 
filling  and  closing,  and  shall  be  of  such 
composition  as  will  not  cause  any  change 
in  the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limit  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded.  If  the  penicillin  sulfonamide 
powder  is  packaged  for  “dusting”  pur¬ 
poses  each  package  shall  contain  not  less 
than  5,000  units  of  penicillin.  If  the 
penicillin  sulfonamide  powder  is  pack¬ 
aged  for  dental  use  it  shall  be  pack¬ 
aged  in  immediate  containers  of  color¬ 
less,  transparent  glass  meeting  the  test 
for  glass  containers  of  type  I  or  type  II 
prescribed  by  the  U.  S.  P.  The  glass 
containers  shall  be  open  at  both  ends, 
one  of  which  is  constricted,  both  ends 
shall  be  capable  of  closure  with  rubber 
stoppers  and  each  such  container  shall 
contain  not  less  than  500  units  of  peni¬ 
cillin.  Each  package  of  penicillin  sul¬ 
fonamide  powder  for  dental  use  shall 
contain  a  suitable  device  for  insufflation 
purposes. 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  sulfonamide  powder  shall  bear,  on 
its  label  or  labeling  as  hereinafter  indi¬ 
cated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  immediate  container: 

<i)  The  batch  mark; 

(ii)  The  number  of  units  in  each  im¬ 
mediate  container; 

(iii)  The  statement  “Expiration  date 

- the  blank  being  filled  in 

with  the  date  which  is  nine  months  after 
the  month  during  which  the  batch  was 
certified; 


Civ)  The  statement  “Store  in  refrig¬ 
erator  not  above  15°  C.  (59°  F.),”  or 
"Store  below  15°  C.  (59°  P.)”; 

(V)  Unless  it  is  intended  solely  for 
veterinary  use  and  is  conspicuously  so 
labeled,  the  statement  “Caution:  To  be 
dispensed  only  by  or  on  the  prescription 

of  a _ ,”  the  blank  being  filled 

in  with  the  word  “physician”  or  “dentist” 
or  “veterinarian”  or  with  any  combina¬ 
tion  of  two  or  all  of  these  words,  as  the 
case  may  be; 

(vi)  Unless  it  is  intended  solely  for 
veterina>y  use  and  is  so  labeled,  a  ref¬ 
erence  specifically  identifying  a  readily 
available  medical  publication  containing 
directions  and  precautions  (including 
contraindications  and  possible  sensiti¬ 
zation)  adequate  for  the  use  of  such 
penicillin  sulfonamide  powder  or  a  ref¬ 
erence  to  a  brochure,  or  other  printed 
matter  containing  such  directions  and 
precautions,  and  a  statement  that  such 
brochure  and  printed  matter  will  be  sent 
on  request; 

(vii)  On  the  label  and  the  labeling, 
after  the  name  penicillin  sulfonamide 
powder  wherever  it  appears,  the  words 

“with _ ”  in  juxtaposition  with 

such  name,  the  blank  being  filled  in  w’ith 
the  name  of  the  sulfonamide  used. 

(2)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package  if  it 
is  intended  solely  for  veterinary  use, 
directions  and  precautions  adequate  for 
the  use  of  such  penicillin  sulfonamide 
powder,  including: 

(1)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  ac¬ 
company  administration. 

(d)  Requests  for  certification;  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2,  a  person  who 
requests  certification  of  a  batch  of  peni¬ 
cillin  sulfonamide  powder  shall  submit 
with  his  request  a  statement  showing 
the  batch  mark;  the  number  of  pack¬ 
ages  of  each  size  in  such  batch,  the  batch 
mark  and  (unless  it  was  previously  sub¬ 
mitted)  the  date  on  which  the  latest 
assay  of  the  penicillin  used  in  making 
such  batch  was  completed,  the  number 
of  units  in  each  container  of  penicillin 
sulfonamide  powder,  the  quantity  of  each 
ingredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the 
penicillin  sulfonamide  powder  com¬ 
prising  such  batch  was  completed,  and 
that  such  sulfonamide  used  in  n\^king 
the  batch  conforms  to  the  requirements 
prescribed  therefor  by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(1)  The  batch;  average  potency  per 
container,  average  moisture,  sterility. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  sterility,  toxicity,  mois¬ 
ture,  and  pH. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  Indicated,  accurately  represen¬ 
tative  samples  of  the  following : 


(i)  The  batch;  one  Immediate  con¬ 
tainer  of  penicillin  sulfonamide  powder 
for  each  5,000  containers  in  the  batch, 
but  in  no  case  less  than  20  such  contain¬ 
ers  or  more  than  100.  Such  samples 
shall  be  collected  by  taking  single  imme¬ 
diate  containers  at  such  intervals 
throughout  the  entire  time  the  contain¬ 
ers  are  being  filled  that  the  quantities 
made  during  the  intervals  are  approxi¬ 
mately  equal, 

(ii)  The  penicillin  used  in  making  the 
batch;  five  packages  containing  approx¬ 
imately  equal  portions  of  not  less  than 
40  milligrams  each,  packaged  in  accord¬ 
ance  with  the  requirements  of  §  146.24 
(b). 

(iii)  In  case  of  an  Initial  request  for 
certification,  each  sulfonamide  used  in 
making  the  batch;  one  package  of  each 
containing  approximately  five  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and  no 
sample  referred  to  in  subparagraph  (3» 
(ii)  of  this  paragraph,  is  required  if  such 
result  or  sample  has  been  previously  sub¬ 
mitted. 

(e  Fees.  The  fee  for  the  services  ren¬ 
dered  with  respect  to  each  batch  of  peni¬ 
cillin  sulfonamide  powder  under  the  reg¬ 
ulations  in  this  part  shall  be: 

(1)  $2.00  for  each  immediate  con¬ 
tainer  of  penicillin  sulfonamide  powder 
in  the  sample  submitted  in  accordance 
with  paragraph  (d)  (3)  (i)  of  this  sec¬ 
tion;  $4.00  for  each  package  in  the 
samples  submitted  in  accordance  with 
paragraph  (dl  (3)  (ii)  and  (iii)  of  this 
section;  and 

(2)  If  the  Commissioner  considers  that 
Investigations,  other  than  examination  of 
such  penicillin  sulfonamide  powder  and 
packages,  are  necessary  to  determine 
whether  or  not  such  batch  complies  with 
the  requirements  of  §  146.3  for  the  issu¬ 
ance  of  a  certificate,  the  cost  of  such 
investigations. 

The  fee  prescribed  by  subparagraph 

(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  if  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.36  Penicillin  vaginal  supposi¬ 
tories  (sodium  penicillin  vaginal  .'iup- 
positories,  calcium  penicillin  vaginal  sup¬ 
positories,  potassium  penicillin  vaginal 
suppositories,  penicillin  vaginal  supposi¬ 
tories  sodium  salt,  penicillin  vaginal  sup¬ 
positories  calcium  salt,  penicillin  vaginal 
suppositories  potassium  salt) — (a) 
Standards  of  identity,  strength,  quality, 
and  purity.  Penicillin  suppositories  are 
suppositories  composed  of  penicillin  in 
a  base  of  spermaceti  and  cocoa  butter. 
The  potency  of  each  suppository  is  not 
less  than  100,000  units;  its  moisture  con¬ 
tent  is  not  more  than  1.0  percent;  its 
content  of  viable  microorganisms  is  not 
more  than  50  per  gram.  Tlie  penicillin 
used  conforms  to  the  requirements  of 
§  146.24  (a),  except  subparagraphs  (1), 

(2) ,  (4),  and  (7)  of  §  146.24  (a),  but  its 
potency  is  not  less  than  300  units  per 
milligram.  The  spermaceti  and  cocoa 
butter  conform  to  the  standards  pre¬ 
scribed  therefor  by  the  U.  S.  P. 

(b)  Packaging.  In  all  cases,  the  im¬ 
mediate  container  of  penicillin  vaginal 
suppositories  shall  be  a  tight  container 
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as  defined  by  the  U.  S.  P.,  except  the  pro¬ 
vision  that  it  shall  be  capable  of  tight 
reclosure,  and  shall  be  of  such  composi¬ 
tion  as  will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(c)  Labeling.  Each  package  of  peni¬ 
cillin  vaginal  suppositories  shall  bear,  on 
its  label  or  labeling  as  hereinafter  indi¬ 
cated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  each  sup¬ 
pository  of  the  batch;  and 

(iii)  The  statement,  “Expiration  date 

- ”,  the  blank  being  filled  In 

with  the  date  which  is  12  months  after 
the  month  during  which  the  batch  was 
certified. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer: 

(i>  The  statement  “Store  in  refriger¬ 
ator  not  above  15"  C.  (59*  F.)  ”,  or  “Store 
below  15"  C.  (59*  F.)”; 

(ii)  Unless  it  is  intended  solely  for 

veterinary  use  and  is  conspicuously  so 
labeled,  the  statement  “Caution:  To  be 
dispensed  only  by  or  on  the  prescrip¬ 
tion  of  a _ ”,  the  blank  being 

filled  in  with  the  word  “physician”  or 
“veterinarian”  or  both  as  the  case  may 
be;  and 

(iii)  Unless  the  drug  is  Intended  solely 
for  veterinary  use  and  is  so  labeled,  a 
reference  specifically  identifying  a  readily 
available  medical  publication  containing 
directions  and  precautions  (including 
contraindications  and  possible  sensitiza* 
tion)  adequate  for  the  use  of  such  sup¬ 
positories;  or  a  reference  to  a  brochure  or 
other  printed  matter  containing  such  di¬ 
rections  and  precautions,  and  a  state¬ 
ment  that  such  brochure  or  printed  mat¬ 
ter  will  be  sent  on  request. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  the 
drug  is  intended  solely  for  veterinary  use, 
directions  and  precautions  adequate  for 
the  use  of  such  suppositories.  Including: 

(i)  Clinical  indications; 

(ii)  Dosage  and  administration; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  accom¬ 
pany  administration. 

(d)  Requests  for  certification:  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  §  146.2,  a  person 
who  requests  certification  of  a  batch  of 
penicillin  vaginal  suppositories  shall  sub¬ 
mit  with  his  request  a  statement  show¬ 
ing  the  batch  mark,  the  number  of  pack¬ 
ages  of  each  size  in  such  batch,  the  batch 
mark  and  (unless  it  was  previously  sub¬ 
mitted)  the  date  on  which  the  latest 
assay  of  the  penicillin  used  in  making 
such  batch  was  completed,  the  number  of 
units  in  each  suppository,  the  quantity 
of  each  ingredient  used  in  making  the 
batch,  the  date  on  which  the  latest 
assay  of  the  drug  comprising  such  batch 
was  completed,  and  that  the  spermaceti 
and  cocoa  butter  used  in  making  such 
batch  conform  to  the  requirements  pre¬ 
scribed  therefor  by  this  section. 


(2)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of; 

(i)  The  batch;  average  potency  per 
suppository,  moisture,  microorganism 
count. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH, 
penicillin  K  content  (unless  it  is  crystal¬ 
line  penicillin  G) ,  crystallinity  and  heat 
stability  if  it  is  crystalline  penicillin,  and 
the  penicillin  G  content  if  it  is  crystalline 
penicillin  G. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph  such 
person  shall  submit  in  connection  with 
his  request  in  the  quantities  hereinafter 
indicated,  accurately  representative  sam¬ 
ples  of  the  following: 

(i)  The  batch;  one  suppository  for 
each  5,000  suppositories  in  the  batch,  but 
in  no  csise  less  than  20  suppositories 
or  more  than  100  suppositories,  collected 
by  taking  single  suppositories  at  such 
intervals  throughout  the  entire  time  the 
suppositories  are  being  made,  that  the 
quantities  made  during  the  intervals  are 
approximately  equal. 

(ii)  The  penicillin  used  in  making  the 
batch;  six  packages,  or  in  the  case  of 
crystalline  penicillin  10  packages,  each 
containing  approximately  equal  portions 
of  not  less  than  40  milligrams  each, 
packaged  in  accordance  with  the  require¬ 
ments  of  §  146.24  (b). 

(iii)  In  case  of  an  initial  request  for 
certification,  the  spermaceti  and  cocoa 
butter  used  in  making  the  batch;  one 
package  of  each  containing  respectively 
approximately  10  grams  and  100  grams. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required  if 
such  result  or  sample  has  been  previously 
submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
penicillin  vaginal  suppositories  under 
the  regulations  in  this  part  shall  be: 

(1)  $2.00  for  each  suppository  in  the 
sample  submitted  in  accordance  with 
paragraph  (d)  (3)  (1)  of  this  section; 
$4.00  for  each  package  in  the  samples 
submitted  in  accordance  with  para¬ 
graph  (d)  (3)  (ii)  and  (iii)  of  this  sec- 
tioyr;  and 

(2)  If  the  Commissioner  considers 
that  Investigations  other  than  examina¬ 
tion  of  such  suppositories  and  packages, 
are  necessary*  to  determine  whether  or 
not  such  batch  complies  with  the  re¬ 
quirements  of  §  146.3  for  the  issuance 
of  a  certificate,  the  cost  of  such  investi¬ 
gations. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless  such 
fee  is  covered  by  an  advance  deposit 
maintained  in  accordance  with  §  146.8 
(d). 

§  146.37  Buffered  crystalline  penicil¬ 
lin.  Buffered  crystalline  penicillin  con¬ 
forms  to  all  requirements  prescribed  by 
§  146.24  for  crystalline  penicillin,  and  is 
subject  to  all  procedures  prescribed  by 


§  146.24  for  crystalline  penicillin,  except 
that: 

(a)  It  contains  the  buffer  sodium  cit¬ 
rate  in  a  quantity  not  less  than  4.0  per¬ 
cent  and  not  more  than  5.0  percent  by 
weight  of  its  total  solids;  such  sodium 
citrate  conforms  to  the  standards  pre¬ 
scribed  therefor  by  the  U.  S.  P.; 

(b)  If  it  is  crystalline  penicillin  G  the 
potency  in  units  per  milligram  Is  cor¬ 
rected  for  the  sodium  citrate  content; 

(c)  The  circular  or  other  labeling  with¬ 
in  or  attached  to  the  package,  if  it  is 
packaged  for  dispensing,  shall  bear,  in 
lieu  of  the  statement  prescribed  for 
crystalline  penicillin  by  §  146.24  (c)  (3) 

(iii),  the  statement  “Sterile  solution  may 
be  kept  in  refrigerator  for  one  week  with¬ 
out  significant  loss  of  potency”; 

(d)  A  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  quan¬ 
tity  of  sodium  citrate  used  in  making  the 
batch,  that  such  sodium  citrate  conforms 
to  the  requirements  prescribed  therefor 
by  this  section,  and  in  case  of  an  initial 
request  for  certification  he  shall  submit 
an  accurately  representative  sample  of 
such  sodium  citrate  consisting  of  ap¬ 
proximately  5  grams;  and 

(e)  The  fee  for  the  services  rendered 
with  respect  to  the  sample  of  sodium 
citrate  submitted  in  accordance  with  the 
requirements  prescribed  therefor  by  this 
section  shall  be  $4.00. 

§  146.38  Capsules  buffered  penicillin 
with  pectin  hydrolysate.  (.Capsules  buf¬ 
fered  potassium  penicillin  with  pectin 
hydrolysate) — (a)  Standards  of  identity, 
strength,  quality  and  purity.  Capsules 
buffered  penicillin  with  pectin  hydrol¬ 
ysate  are  capsules  composed  of  potas¬ 
sium  penicillin  with  pectin  hydrolysate 
and  sodium  citrate  enclosed  in  a  hard 
gelatin  capsule.  The  potassium  penicil¬ 
lin  with  pectin  hydrolysate  is  prepared 
with  lyophylizing  a  solution  containing 
one  part  potassiunj  penicillin  and  three 
parts  of  pectin  hydrolysate  by  weight. 
The  potency  of  each  capsule  is  not  less 
than  50,000  units.  Its  moisture  content 
is  not  more  than  4.0  percent.  The  peni¬ 
cillin  used  conforms  to  the  requirements 
prescribed  by  S  146.24  (a)  for  potassium 
penicillin  except  subparagraphs  (2),  (4). 
and  (7)  of  §  146.24  (a).  The  pectin  hy¬ 
drolysate  is  obtained  by  mild  hydrolysis 
of  pectin  with  sodium  hydroxide  and  hy¬ 
drochloric  acid.  It  is  a  free  fiowing  and 
opalescent  solution  light  tan  to  beige  in 
color  and  is  precipitated  by  the  lower 
alcohols  and  ketones.  Its  pH  is  6.0  to 
7.0.  It  is  substantially  free  of  any  tur¬ 
bidity  or  undissolved  material.  The  pec¬ 
tin  used  conforms  to  the  standards  pre¬ 
scribed  by  the  N.  F.  The  sodium  citrate; 
and  the  sodium  hydroxide  and  hydro¬ 
chloric  acid  used  in  the  preparation  of 
the  pectin  hydrolysate  conform  to  the 
standards  prescribed  therefor  by  the 
U.  S.  P. 

(b)  Packaging.  Unless  each  capsule 
of  buffered  penicillin  with  pectin  hy¬ 
drolysate  is  enclosed  in  foil  or  plastic 
film  and  such  enclosure  complies  with 
the  definition  of  a  tight  container  as 
prescribed  by  the  U.  S.  P.,  except  the 
provision  that  it  shall  be  capable  of  tight 
reclosure,  the  immediate  container  shall 
be  a  tight  container  as  so  defined.  The 
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immediate  container  may  also  contain 
a  desiccant  separated  from  the  capsules 
by  a  plug  of  cotton  or  other  like  mate¬ 
rial.  The  composition  of  the  immediate 
container,  or  of  the  foil  or  film  enclosure, 
shall  be  such  as  will  not  cause  any  change 
in  the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limit  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded.  The  number  of  capsules  in  the 
immediate  container  is  such  that  the 
total  number  of  units  therein  is  not  less 
than  300.000; 

(c)  Labeling.  Each  package  of  cap¬ 
sules  buffered  penicillin  with  pectin  hy¬ 
drolysate  shall  bear,  on  its  label  or  label¬ 
ing  as  hereinafter  indicated,  the  fol¬ 
lowing: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  units  in  each  cap¬ 
sule  of  the  batch; 

(iii)  The  quantity  of  the  sodium  cit¬ 
rate  in  each  capsule  of  the  batch;  and 

(iv)  The  statement  “Expiration  date 

_ ,”  the  blank  being  filled  in  with 

the  date  which  is  twelve  months  after 
the  month  during  which  the  batch  was 
certified. 

(2)  On  the  outside  wrapper  or  con¬ 
tainer: 

(i)  Unless  it  is  intended  solely  for  vet¬ 
erinary  use  and  is  conspicuously  so 
labeled,  the  statement  “Caution:  To  be 
dispensed  only  by  or  on  the  prescription 

of  a _ ”,  the  blank  being  filled  in 

with  the  word  “physician”  or  “dentist”  or 
“veterinarian”  or  any  combination  of  two 
or  all  of  these  words,  as  the  case  may  be. 

(ii)  Unless  it  is  intended  solely  for  vet¬ 
erinary  use  and  is  so  labeled,  a  reference 
specifically  identifying  a  readily  available 
medical  publication  containing  directions 
and  precautions  (including  contraindi¬ 
cations  and  possible  sensitization)  ade¬ 
quate  for  the  use  of  such  capsules,  or  a 
reference  to  a  brochure,  or  other  printed 
matter  containing  such  directions  and 
precautions,  and  a  statement  that  such 
brochure*  or  printed  matter  will  be  sent 
on  request. 

(3)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it  is 
intended  solely  for  veterinary  use,  direc¬ 
tions  and  precautions  adequate  for  the 
use  of  such  capsules,  including: 

(i)  Clinical  indications; 

( ii )  Dosage  and  administration ; 

(iii)  Contraindications;  and 

(iv)  Untoward  effects  that  may  accom¬ 
pany  administration. 

If  two  or  more  such  immediate  con¬ 
tainers  are  in  such  package  the  number 
of  such  circulars  or  other  labeling  shall 
not  be  less  than  the  number  of  such 
containers. 

(d)  Requests  for  certification;  samples. 
(1)  In  addition  to  complying  with  the 
requirements  of  §  146.2,  a  person  who  re¬ 
quests  certification  of  a  batch  of  capsules 
buffered  penicillin  with  pectin  hydroly¬ 
sate  shall  submit  with  his  request  a  state- 
jnent  showing  the  batch  mark,  the  num¬ 
ber  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it  was 
previously  submitted)  the  date  on  which 
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the  latest  assay  of  the  penicillin  used  in 
making  such  batch  was  completed,  the 
number  of  units  in  each  capsule,  the 
quantity  of  each  ingredient  used  in  mak¬ 
ing  the  batch,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statement 
that  each  ingredient  used  in  making  the 
batch  conforms  to  the  requirements  pre¬ 
scribed  therefor  by  this  section. 

(2)  Except  as  otherwise  provided  in 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and  assays 
listed  after  each  of  the  following,  made 
by  him  on  an  accurately  representative 
sample  of: 

(i)  The  batch;  average  potency  per 
capsule,  average  moisture. 

(ii)  The  penicillin  used  in  making  the 
batch;  potency,  toxicity,  moisture,  pH, 
penicillin  K  content  (unless  it  is  crystal¬ 
line  penicillin  0>,  crystallinity,  and  heat 
stability,  and  if  it  is  crystalline  penicillin 
G,  penicillin  G  content. 

(3)  Except  as  otherwise  provided  by 
subparagraph  (4)  of  this  paragraph,  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  herein¬ 
after  indicated,  accurately  representative 
samples  of  the  following: 

(i)  The  batch;  one  capsule  for  each 
5,000  capsules  in  the  batch,  but  in  no  case 
less  than  20  capsules  or  more  than  100 
capsules,  collected  by  taking  single  cap¬ 
sules  at  such  intervals  throughout  the 
entire  time  of  capsuling  that  the  quan¬ 
tities  capsuled  during  the  intervals  are 
approximately  equal. 

(ii)  The  penicillin  used  in  making  the 
batch;  ten  packages  containing  approxi¬ 
mately  equal  portions  of  not  less  than  40 
milligrams  each,  packaged  in  accordance 
with  the  requirements  of  §  146.24  (b). 

(iii)  In  case  of  an  initial  request  for 
certification,  one  package  of  approxi¬ 
mately  250  cc  of  the  pectin  hydrolysate 
and  one  package  of  approximately  five 
grams  of  the  sodium  citrate  used  in  mak¬ 
ing  the  batch,  one  package  of  approxi¬ 
mately  50  cc  of  the  hydrochloric  acid  and 
one  package  of  approximately  five  grams 
of  the  sodium  hydroxide  used  in  prepar¬ 
ing  the  pectin  hydrolysate. 

(4)  No  result  referred  to  in  subpara¬ 
graph  (2)  (ii)  of  this  paragraph,  and 
no  sample  referred  to  in  subparagraph 
(3)  (ii)  of  this  paragraph,  is  required  if 
such  result  or  such  sample  has  been  pre¬ 
viously  submitted. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch  of 
capsules  buffered  penicillin  with  pectin 
hydrolysate  under  the  regulations  in  this 
part  shall  be: 

(1)  $1.50  for  each  capsule  in  the  sam¬ 
ple  submitted  in  accordance  with  para¬ 
graph  (d)  (3)  (i)  of  this  section;  $4  00 
for  each  package  in  the  sample  sub¬ 
mitted  in  accordance  with  paragraph 
(d)  (3)  (ii)  and  (iii),  of  this  section;  and 

(2)  If  the  Commissioner  considers 
that  investigations,  other  than  exami¬ 
nation  of  such  capsules  and  packages, 
are  necessary  to  determine  whether  or 
not  such  batch  complies  with  the  re¬ 
quirements  of  §  146.3  for  the  issuance  of 
a  certificate,  the  cost  of  such  investiga¬ 
tions. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 


the  request  for  certification  unless 
such  fee  is  covered  by  an  advance 
deposit  maintained  in  accordance  with 
§  146.8  (d). 

Note:  Sections  146.39  to  146.103,  inclusive, 
reserved  for  future  provisions. 

§  146.101  Streptomycin  sulfate,  strep¬ 
tomycin  hydrochloride,  streptomycin 
phosphate,  streptomycin  trihydrochlo¬ 
ride  calcium  chloride  (streptomycin  cal¬ 
cium  chloride  complex) — (a)  Standards 
of  identity,  strength,  quality,  and  purity. 
Streptomycin  sulfate  is  the  sulfate  salt 
of  a  kind  of  streptomycin  or  a  mixture 
of  two  or  more  such  salts;  streptomycin 
hydrochloride  is  the  hydrochloride  salt 
of  a  kind  of  streptomycin  or  a  mixture 
of  two  or  more  such  salts;  streptomycin 
phosphate  is  the  phosphate  salt  of  a 
kind  of  streptomycin  or  a  mixture  of  two 
or  more  such  salts;  streptomycin  tri¬ 
hydrochloride  calcium  chloride  is  the 
double  salt  of  a  kind  of  streptomycin  or 
a  mixture  of  two  or  more  such  salts. 
Each  such  drug  is  so  purified  and  dried 
that: 

(1)  Its  potency  is  not  less  than  300 
micrograms  per  milligram; 

(2)  It  is  sterile; 

(3)  It  is  nontoxic; 

(4)  It  is  nonpyrogenic; 

(5)  It  contains  no  histamine  or  hista- 
mine-like  substances; 

(6)  Its  moisture  content  is  not  more 
than  3.0  percent; 

(7)  Its  pH  in  aqueous  solution  of  0.2 
gram  per  milliliter  is  not  less  than  4.5 
and  not  more  than  7.0; 

(8)  Its  solution  in  water  for  injec¬ 
tion  U.  S.  P.,  dextrose  injection  5.0  per¬ 
cent  U.  S.  P.,  or  physiological  salt  solu¬ 
tion  U.  S.  P.,  prepared  by  adding  0.2  gram 
(estimated)  of  streptomycin  per  milli¬ 
liter,  is  of  such  clarity  that  it  is  sub¬ 
stantially  free  of  any  turbidity  or  un- 
dLssolved  material. 

(b)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.  S.  P.,  shall 
be  sterile  at  the  time  of  filling  and  clos¬ 
ing,  shall  be  so  sealed  that  the  contents 
cannot  be  used  without  destroying  the 
seal,  and  shall  be  of  such  composition  as 
will  not  cause  any  change  in  the  strength, 
quality,  or  purity  of  the  contents  beyond 
any  limit  therefor  in  applicable  stand¬ 
ards.  except  that  minor  changes  so 
caused  which  are  normal  and  unavoid¬ 
able  in  good  packaging,  storage,  and 
distribution  practice  shall  be  disregarded. 
In  case  It  is  packaged  for  dispensing  it 
shall  be  in  immediate  containers  of 
colorless  transparent  glass  which  meet 
the  test  for  glass  containers  of  type  I 
or  type  II  prescribed  by  the  U.  S.  P., 
closed  by  a  substance  through  which  a 
hypodermic  needle  may  be  introduced 
and  withdrawn  without  removing  the 
closure  or  destroying  its  effectiveness; 
each  such  container  shall  contain  0.5 
gram,  1.0  gram,  2.0  gram,  3.0  gram.  4.0 
gram,  or  5.0  gram,  and  each  may  be  pack¬ 
aged  in  combination  with  a  container  of 
the  solvent,  water  for  injection  U.  S.  P., 
dextrose  injection  5  percent  U.  S.  P.,  or 
physiological  salt  solution  U.  S.  P. 

(c)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling  as  herein¬ 
after  Indicated,  the  following: 


/ 
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(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(1)  The  batch  mark; 

(ii)  The  number  of  grams  In  the  Im¬ 
mediate  container; 

(ill)  The  statement  “Expiration  date 

_ ",  the  blank  being  filled  in  with 

the  date  which  is  12  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified;  and 

(Iv)  The  statement  “For  Manufactur¬ 
ing  Use",  “For  Repacking",  or  “For 
Manufacturing  Use  or  Repacking"  when 
packaged  for  repacking  or  for  use  as 
an  ingredient  in  the  manufacture  of 
another  drug,  as  the  case  may  be. 

(2)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  if  it 
is  packaged  for  dispensing,  adequate  di¬ 
rections  for  use  and  warnings  as  re¬ 
quired  by  section  502  (f)  of  the  act,  in¬ 
cluding: 

(1)  Clinical  indications; 

(ii)  Dosage  and  administration,  in¬ 
cluding  method  of  preparation  and 
.strength  of  solutions  for  different  routes 
of  injection  and  local  application; 

(iii)  The  conditions  under  which  such 
solutions  should  be  stored  including  the 
statement  “Sterile  solution  may  be 
stored  at  room  temperature  for  one  week 
without  significant  loss  of  potency"; 

(iv)  Contraindications;  and 

(V)  Untoward  effects  that  may  ac¬ 
company  administration,  including  sen¬ 
sitization. 

If  two  or  more  immediate  containers 
are  in  such  package,  the  number  of  such 
circulars  or  other  labeling  shall  not  be 
less  than  the  number  of  such  con¬ 
tainers. 

(d)  Requests  for  certification,  check 
tests,  and  assays;  samples.  (1)  In  addi¬ 
tion  to  complying  with  the  requirements 
of  §  146.2,  a  person  who  requests  certifi¬ 
cation  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  the  batch,  the  number  of  grams 
in  each  package,  and  (unless  it  was  pre¬ 
viously  submitted)  the  date  on  which  the 
latest  assay  of  the  drug  comprising  the 
batch  was  completed.  Such  request  shall 
be  accompanied  or  followed  by  the  re¬ 
sults  of  tests  and  assays  made  by  him 
on  the  batch  for  potency,  sterility,  tox¬ 
icity,  pyrogens,  histamine  content,  mois¬ 
ture,  pH,  and  clarity.  If  such  batch  or 
any  part  thereof  is  to  be  packaged  with 
a  solvent  such  request  shall  also  be  ac¬ 
companied  by  a  statement  that  such  sol¬ 
vent  conforms  to  the  requirements  pre¬ 
scribed  therefor  by  this  section. 

(2)  If  such  batch  is  packaged  for  dis¬ 
pensing,  such  person  shall  submit  with 
his  request  a  sample  consisting  of  one 
Immediate  container  for  each  5.000  im¬ 
mediate  containers  in  such  batch,  but  in 
no  case  shall  such  sample  consist  of  less 
than  5  or  more  than  12  immediate  con¬ 
tainers. 

Such  sample  shall  be  collected  by  tak¬ 
ing  single  immediate  containers,  before 
and  after  labeling,  at  such  intervals 
throughout  the  entire  time  of  packaging 
the  batch  that  the  quantities  packaged 
during  the  intervals  are  approximately 
equal. 
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(3)  If  such  batch  is  packaged  for  re¬ 
packing  or  for  use  as  an  ingredient  in  the 
manufacture  of  another  drug,  such  per¬ 
son  shall  submit  with  his  request  a  sam¬ 
ple  containing  five  approximately  equal 
portions  of  at  least  0.5  gram  each  taken 
from  different  parts  «f  such  batch;  each 
such  portion  shall  be  packaged  in  a  sepa¬ 
rate  container,  and  in  accordance  with 
the  requirements  of  paragraph  (b)  of 
this  section. 

(4)  In  connection  with  contemplated 
requests  for  certification  of  repackaged 
batches  or  batches  of  another  drug  in 
the  manufacture  of  which  it  is  to  be  used, 
the  manufacturer  of  a  batch  which  is  to 
be  so  repacked  or  used  may  request  the 
Commissioner  to  make  check  tests  and 
assays  on  a  sample  of  such  batch  taken 
as  prescribed  by  subparagraph  (3)  of  this 
paragraph.  F^m  the  information  re¬ 
quired  by  subparagraph  (1)  of  this  para¬ 
graph  may  be  omitted  results  of  tests  and 
assays  not  required  for  the  batch  when 
used  ia  such  other  drug.  The  Commis¬ 
sioner  shall  report  to  such  manufacturer 
results  of  such  check  tests  and  assays  as 
are  so  requested. 

(e)  Fees.  The  fee  for  the  services 
rendered  with  respect  to  each  batch 
under  the  regulations  in  this  part 
shall  be: 

(1)  $15.00  for  each  immediate  con¬ 
tainer  in  the  sample  submitted  in  ac¬ 
cordance  with  paragraphs  (d)  (2),  (3), 
and  (4)  of  this  section. 

(2)  If  the  Commissioner  considers 
that  investigations,  other  than  examina¬ 
tion  of  such  immediate  containers,  are 
necessary  to  determine  whether  or  not 
such  batch  complies  with  the  require¬ 
ments  of  §  146.3  for  the  issuance  of  a 
certificate,  the  cost  of  such  investiga¬ 
tions. 

The  fee  prescribed  by  subparagraph 
(1)  of  this  paragraph  shall  accompany 
the  request  for  certification  unless 
such  fee  is  covered  by  an  advance 
deposit  maintained  in  accordance  with 
§  146.8  (d). 

This  order,  which  provides  for  the 
certification  of  a  new  penicillin  product, 
capsules  buffered  penicillin  with  pectin 
hydrolysate,  and  which  includes  a  re¬ 
vision  of  all  of  the  existing  regulations 
for  certification  of  penicillin -containing 
drugs  heretofore  promulgated  and  pub¬ 
lished  in  this  part,  and  which  also  pro¬ 
vides  for  certification  of  streptomycin- 
containing  drugs,  shall  become  effective 
upon  publication  in  the  Federal  Reg¬ 
ister  since  both  the  public  and  the  af¬ 
fected  industries  will  benefit  by  the 
earliest  effective  date,  and  I  so  find. 

Notice  and  public  procedure  are  not 
necessary  prerequisites  to  the  promulga¬ 
tion  of  this  order  and  would  be  contrary 
to  the  public  interest,  and  I  so  find, 
since  it  was  drawn  in  collaboration  with 
Interested  members  of  the  affected  in¬ 
dustries  and  since  it  would  be  against 
public  interest  to  delay  the  marketing  of 
these  drug  products. 

Dated:  April  1.  1947. 

[seal]  Watson  B.  Miller, 

Administrator. 

(F.  R.  Doc.  47-3236;  FUed,  Apr.  3.  1947; 

6:36  a.  m.] 


Part  170 — Regulations  for  the  Enforce¬ 
ment  OP  THE  Federal  Tea  Act 

TEA  standards 

Correction 

In  Federal  Register  Document  No.  47- 
2803,  appearing  on  page  1979  of  the  issue 
for  Wednesday,  March  26,  1947,  para¬ 
graph  (b)  (3)  of  §  170.19  should  read  as 
follows: 

(3)  India  (to  be  used  for  all  fully 
fermented  East  India  type  teas). 

TITLE  24— HOUSING  CREDIT 

Chapter  VIII — Office  of  Housing 
Expediter 

(Housing  Expediter  Priorities  Order  6] 

Part  801 — Priorities  Orders  Under  Vet¬ 
erans’  Emergency  Housing  Act  of 

1946 

official  signature  for  office  of  hous¬ 
ing  EXPEDITER 

§  801.6  Official  signature  for  Office 
of  Housing  Expediter,  (a)  The  Hous¬ 
ing  Expediter  may  take  in  his  own  name 
any  action  in  performance  of  the  func¬ 
tions  vested  in  him  under  the  Veterans’ 
Emergency  Housing  Act  of  1946  and 
Executive  Order  9836. 

Except  as  otherwise  provided  in  this 
section,  all  actions  in  performance  of 
the  functions  vested  in  the  Housing  Ex¬ 
pediter  under  the  Veterans’  Emergency 
Housing  Act  of  1946  and  Executive  Or¬ 
der  9836  (but  not  including  delegations 
of  authority)  shall  be  taken  and  issued 
in  the  name  of  the  Office  of  the  Housing 
Expediter,  countersigned  or  attested  by 
the  Authorizing  Officer  in  substantially 
the  following  form: 

Office  of  the  Housing  Expediter 

By . 

Authorizing  Officer 

This  shall  be  the  official  signature  of 
the  Office  of  the  Housing  Expediter. 

Unless  authorized  by  the  Housing  Ex¬ 
pediter  to  take  official  action  in  his  own 
name,  every  officer  and  employee  of  the 
Office  of  the  Housing  Expediter  shall  be 
governed  by  the  provisions  of  this  sec¬ 
tion  in. taking  action  requiring  the  offi¬ 
cial  signature  of  the  Office  of  the  Hous¬ 
ing  Expediter. 

(b)  Appointment  of  Authorizing  Offi¬ 
cer:  James  V.  Sarcone  is  hereby  ap¬ 
pointed  Authorizing  Officer  for  the  Office 
of  the  Housing  Expediter.  The  Author¬ 
izing  Officer  w’ill  be  governed  by  instruc¬ 
tions  of  the  Housing  Expediter  or  his 
duly  authorized  representative  in  coun¬ 
ter-signing,  attesting,  or  Issuing  any  ac¬ 
tion  of  the  Office  of  the  Housing  Expe¬ 
diter. 

(c)  Effective  date:  'This  section  shall 
become  effective  April  1,  1947.  (60  Stat. 
207) 

Frank  R.  Creedon, 
Housing  Expediter. 

(F.  R.  Doc.  47-3235;  Filed,  Apr.  3,  1947; 
8:48  a.  m.J 
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TITLE  31— MONEY  AND, 
FINANCE:  TREASURY 

Chapter  I — Monetary  Offices, 
Department  of  the  Treasury 

Part  131 — General  Licenses  Under  Ex¬ 
ecutive  Order  8389,  April  10.  1940,  as 

Amended,  and  Regulations  Issued  Pur¬ 
suant  Thereto 

EXEMPTION  OF  TRANSKTICNS  WITH  RESPECT 

TO  CERTAIN  CURRENCIES  AND  SECURITIES 

April  4,  1947. 

Amendment  to  General  Licen.'^e  No.  87 
under  Executive  Order  No.  8389,  as 
amended.  Executive  Order  No.  9193,  as 
amended,  section  5  (b)  of  the  Trading 
With  the  Enemy  Act.  as  amended  by  the 
First  War  Powers  Act.  1941,  relating  to 
foreign  funds  control. 

Section  131.87  (General  License  No. 
87)  is  hereby  amended  to  read  as  fol¬ 
lows: 

§  131.87  Exemptions  from  section  2A 
(2i  of  the  order  and  from  General  Rul¬ 
ing  No.  5 — (a)  Transactions  exempted 
from  section  2 A  (2)  of  the  order.  A  gen¬ 
eral  license  is  hereby  granted  exempting 
all  transactions  from  the  provisions  of 
section  2A  (2)  of  the  order,  except  trans¬ 
actions  with  respect  to  any  securities  of 
evidences  thereof  which,  whether  in  reg- 
Lstered  or  bearer  form,  are  transferable 
or  assignable  and  which  either: 

(1)  Were  issued  or  guaranteed  prior 
to  December  7, 1941,  by  the  United  States 
or  any  state,  territory,  district,  posses¬ 
sion,  or  other  political  subdivision, 
agency  or  instrumentality  of  or  in  the 
United  States  or  by  any  partnership,  as¬ 
sociation,  corporation  or  other  organ¬ 
ization  organized  or  having  its  principal 
place  of  business  in  the  United  States;  or 

(2)  Were  issued  prior  to  December  7. 
1941,  and  are  payable  in  the  United 
States  exclu-siveiy  or  alternatively  in 
United  States  dollars,  regardless  of  the 
nature  or  location  of  the  issuer:  Pro¬ 
vided.  That  thij?  exception  shall  not  be 
deemed  to  preclude  transactions  with  re¬ 
spect  to  .securities  or  evidences  thereof 
which  are  physically  situated  in  Great 
Britain,  Canada.  Newfoundland,  or  Ber¬ 
muda,  or  to  which  Form  TFEL-2  has 
been  attached,  or  with  respect  to  which 
a  certification  under  paragraph  (1)  of 
§  131.95  (General  License  No.  95)  has 
been  issued. 

(b)  Exemption  of  currency  and  cer¬ 
tain  securities  from  General  Ruling  No.  5. 
The  following  currency  and  securities  are 
hereby  exempted  from  the  provisions  of 
General  Ruling  No.  5: 

(1)  All  currency:  and 

(2)  All  securities  other  than  tho.se 
to  which  the  exception  of  paragraph 

(a)  of  this  section  applies.  (Sec.  5 
<b).  40  Stat.  415.  966;  sec.  2.  48 
Slat.  1;  54  Stat.  179;  sec.  301,55  Stat.  839; 
12  U.  S.  C.  95a;  50  U.  S.  C.  App.  Sup.,  5 

(b)  ;  E.  0. 8389,  April  10. 1940,  as  amended 
by  E.  O.  8785,  June  14.  1941,  E.  O.  8832, 
July  26.  1941,  E.  O.  8963,  Dec.  9, 1941,  and 
E.  O.  8998,  Dec.  26.  1941,  E.  O.  9193,  July 
6. 1942,  as  amended  by  E.  O.  9567,  June  8, 
1945;  3  CPR,  Cum.  Supp.,  10  F.  R.  6917; 
Regulations.  Apr.  10,  1940,  as  amended 


June  14.  1941,  Feb.  19.  1946,  June  28.  1945 
and  Jan.  1,  1947;  31  CFR,  Cum.  Supp., 
130.1-7,  11  F.  R.  1769,  7184,  12  F.  R.  6) 

[seal]  John  W.  Snyder. 

Secretary  of  the  Treasury. 

IF.  R.  Doc.  47-3174:  Filed.  Apr.  3.  1947; 
8.47  a.  m.J 


Appendix  A  to  Part  131 — General  Rul¬ 
ings  Under  Executive  Order  No.  8389, 
April  10,  1940,  as  Amended,  and  Regu¬ 
lations  Issued  Pursuant  Thereto 

EXEMPTION  OF  CURRENCY  AND  CERTAIN 

securities  from  general  ruling  5 

Cross  Reference:  For  exemption  of 
currency  and  certain  securities  from 
General  Ruling  5.  see  §  131.87,  supra. 


TITLE  32— NATIONAL  DEFENSE 

Chapter  XXIII — War  Assets 
Administration 

(Reg.  1) 

Part  8301 — Designation  of  Disposal 
Agencies  and  Procedures  for  Report¬ 
ing  Surplus  Property  Located  Within 
the  Continental  United  States,  Its 
Territories  and  Possessions 

War  Assets  Administration  Regulation 
1.  January  29.  1947,  entitled  “Designa¬ 
tion  of  Disposal  Agencies  and  Procedures 
for  Reporting  Surplus  Property  Located 
within  the  Continental  United  States,  Its 
Territories  and  Possessions”  (12  F.  R. 
863),  is  hereby  revised  and  amended  as 
herein  set  forth.  New  matter  is  indi¬ 
cated  by  underscoring.  Order  1,  July  19, 
1946,'  as  amended  (11  F.  R.  7973;  12 
F.  R.  100,  Order  2.  March  7.  1947  (12 
F.  R.  1838),  Order  3.  June  13.  1946,  as 
amended  (11  F.  R.  6774,  9572,  14490), 
Order  7.  July  19.  1946  (11  F.  R.  7977), 
Order  8.  August  16.  1946  (11  F.  R.  9760), 
Order  9.  May  14.  1946  (11  F.  R.  5399), 
Order  11,  November  30,  1946  (11  F.  R. 
14074),  under  this  part  shall  remain  in 
full  force  and  effect. 

Sec. 

8301.1  Definitions. 

8301.2  Designation  of  disposal  agencies; 

continental  United  States. 

8301.3  Designation  of  disposal  agencies; 

territories  and  possessions. 

8301.4  Designation  of  disposal  agency  for, 

and  disposal  of,  military  property. 

8301.5  Use  of  Standard  Commodity  Classi¬ 

fication  for  purpose  of  assign¬ 
ments. 

8301.6  Declaration  of  surplus  property. 

8301.7  Declarations  of  surplus  personal 

property;  forms;  description  of 
property. 

8301.8  Declarations  of  surplus  personal 

property;  special  information  from 
owning  agencies. 

8301.9  Declaration  of  surplus  real  prop¬ 

erty. 

8301.10  Continental  United  States;  filing 

declarations  of  surplus  personal 
property  resulting  from  contrac¬ 
tor  inventories. 


'  Reg.  1,  Order  1,  July  19,  1946  to  remain 
in 'effect  until  issuance  of  revision  effective 
as  of  April  5,  1947. 


Sec. 

8301.11  Continental  United  States;  filing 

declarations  of  surplus  personal 
property. 

8301.12  Continental  United  States,  terri¬ 

tories  and  possessions;  declara¬ 
tions  of  surplus  real  property. 

8301.13  Territories  and  possessions;  filing 

declarations  of  surplus  personal 
property. 

8301.14  Forwarding  declarations  of  surplus; 

.  notice. 

8301.15  Withdrawals. 

8301.16  Sales  by  a  disposal  agency  other 

than  the  one  to  which  the  prop¬ 
erty  Is  assigned. 

8301.17  Transfer  of  surplus  property  be¬ 

tween  territories  and  pos.sessions 
and  continental  United  States. 

8301.18  Authority  of  disposal  agencies  to 

dispose  of  surplus  property. 

8301.19  Regulations  to  be  reported  to  the 

W’ar  Assets  Administrator. 

8301.20  Records  and  reports. 

Authority:  §§  8301.1  to  8301.20,  ihclu.sive, 
issued  under  the  Surplus  Property  Act  of 
1944  as  amended  (58  Stat.  765,  as  amended; 
50  U.  S.  C.  App.  Sup.  1611):  Pub.  Law  181, 
79th  Cong.  (59  Stat.  533;  50  U.  S.  C.  App.  Sup. 
1614a,  1614b);  and  E.  O.  9689  (11  F.  R.  1265). 

§  8301.1  Definitions — (a)  Terms  de¬ 
fined  in  act.  Terms  not  defined  in  para¬ 
graph  (b)  of  this  section  which  are  de¬ 
fined  in  the  Surplus  Property  Act  of  1944 
shall  in  this  part  have  the  meaning  given 
to  them  in  the  act. 

(b)  Other  terms.  (1)  “Continental 
United  States”  means  the  48  States  and 
the  District  of  Columbia. 

(2)  “Territories  and  possessions” 
means  Hawaii,  Alaska  (including  the 
Aleutian  Islands),  Puerto  Rico,  and  the 
Virgin  Islands. 

(3)  “Real  property”  means  all  classes 
of  real  property  together  with  any  fix¬ 
tures  and  improvements  thereon  and  is 
not  limited  to  the  definition  thereof  as 
contained  in  section  23  of  the  act. 

(4)  “Section  23  real  property”  means 
property  consisting  of  land,  together 
with  any  fixtures  and  improvements 
thereon  (including  hotels,  apartment 
houses,  hospitals,  office  buildings,  .stores, 
and  other  commercial  structures)  lo¬ 
cated  outside  the  District  of  Columbia, 
but  does  not  include  (i)  commercial 
structures  constructed  by,  at  the  direc¬ 
tion  of,  or  on  behalf  of  any  Government 
agency,  (ii)  commercial  structures  which 
the  Administrator  determines  have  been 
made  an  integral  part  of  a  functional 
or  economic  unit  whi?h  should  be  dis¬ 
posed  of  as  a  whole,  and  (iii)  war  hous- 

^  Ing,  industrial  plants,  factories,  airports, 
'  airport  facilities,  or  similar  structures 
and  facilities,  or  the  sites  thereof,  or  land 
which  the  Administrator  determines  es¬ 
sential  to  the  use  of  any  of  the  foregoing. 

(5)  “Handbook  of  Standards”  means 
the  Handbook  of  Standards  for  describ¬ 
ing  Surplus  Property  prepared  for  the 
Surplus  War  Property  Administration  by 
the  War  Production  Board  (U.  S.  Gov¬ 
ernment  Printing  Office). 

(6)  “Standard  Commodity  Classifica¬ 
tion”  means  the  Standard  Classified  List 
of  Commodities,  being  Volume  I  of  the 
Standard  Commodity  Classification, 
May,  1943  (U.  S.  Government  Printing 
Office). 

§  8301.2  Designation  of  disposal 
agencies;  continental  United  States.  The 
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following  Government  agencies  are 
hereby  designated  as  disposal  agencies 
for  surplus  property  located  within  the 
continental  United  States:  Provided, 
That  the  Administrator  may  assign  any 
real  property  to  any  of  the  disposal 
agencies  designated  in  this  part  regard¬ 
less  of  its  classification  whenever  the 
Administrator  shall  determine  such  as¬ 
signment  appropriate  to  facilitate  dis¬ 
posal: 

(a)  Patrol  vessels;  Navy  Department. 
The  Navy  Department  Is  hereby  desig¬ 
nated  as  the  disposal  agency  for  certain 
patrol  vessels  assigned-  to  it  by  Order 
1  under  this  part. 

(b)  Ships  and  maritime  per^nal  prop- 

erty:  Maritime  Commission  and  War 
Assets  Administration.  (1)  (i)  The 

United  States  Maritime_Commission. 
pursuant  to  the  provisions  of  section  10 
Tb)  of  the  Surplus  Propert^Act  of _1944, 
is  the  disposal  agency  for  surplus  ves¬ 
sels  which  it  determines  to  be  merchant 
vessels  or  capable  of  conversion  to  mer¬ 
chant  use  which  shall  be_disposed  of 
under  the  Merchant  Marine  Act  of  1936^ 
as  amended,  and  other  laws  authorizing 
the  sal^f  such  vessels,  and  not  under 
the~Surplus  Property  Act  of  1944  or  regu^ 
lations  thereunder.  Such  vessels  as  de¬ 
termined  by  the  United  States  Meriting 
Commission  consist  of:  “all  non-com¬ 
batant  vessels,  except  landing  craft  of 
all  types,  landing  ship  tanks,  undocu¬ 
mented  ves.sds  under  thirty  (30^feet  in 
length  without  propulsion  machinery 
and  life  boats  withjor  without  propulsion 
machinery,  when  l^ated  within  the  con- 
Uneptal  United  States^ 

<ii)  The  United  States  Maritime  Com- 
mLssion  may  from  t^e  to  time  determine 
that  other  vessels  or  types  of  vessels  are 
not  merchant  vessels  or  caF>able  of  con¬ 
version  to  merchant  use.  In  such  cases 
specific  notice  of  such  vessels  or  types 
of  vessels  shall  be  immediately  reported 
to  the  War  Assets  Administration  upon 
the  making  of  the  determination 

(2)  The  United  States  N^rfiime  Com¬ 
mission  is  hereby  designated  as  disposal 
agency  for  the  dis^^sal  of_the  following 
types  of  surplus  vessels  located  in  the 
continental  United  Slates  which  have 
been  determined  by  the  Commission  not 
to  be  merchant  vessels  or  capable  of  con¬ 
version  to  merchant  use:  “landing  craft 
of  all  types,  including  landing  ship  tanks” 
together  with  any  additional  vessels  d^ 
termined  later  not  to  be  merchant  ves¬ 
sels  or  capable  of  conversion  to  merchant 
use.  as  provide(^n  subparagraph  (1)  (ii) 
supra. 

The  War  Assets  Administration  ^ 
hereby  designated  as  disposal  agency  for 
all  marine  personal  propeity  (except  as 
otherwise  provided  in  this  section),  in- 
cluding  undocumented  vessels  which  are 
under  thirty  (30)  feet  in  length  and 

*49  Stat.  1985;  46  U.  S.  C.  1101-1279. 


W’ithout  propulsion  machinery,  and  iiv 
eluding  life  boats  with  or  without  pro^ 
pulsion  machinery,  and  other  item^as- 
signed  to  War  Assets  Administration  by 
Order  1’  under  this  part. 

(c)  Agricultural  commodities  and 
food;  Department  of  Agriculture.  The 
Department  of  Agriculture  is  hereby 
designated  as  the  disposal  agency  for 
agricultural  commodities  and  food.  This 
general  class  of  property,  “agricultural 
commodities  and  food”  includes  property 
assigned  to  the  Department  of  Agricul¬ 
ture  by  Order  1  under  this  part. 

(d)  Agricultural,  forest,  grazing  and 
mineral  property;  Department  of  Agri¬ 
culture.  The  Department  of  Agriculture 
is  hereby  designated  as  the  disposal 
agency  for  surplus  section  23  real  prop¬ 
erty  located  within  the  continental 
United  States  which  the  Administrator 
shall  claLssify  as  agricultural,  fore.st, 
grazing,  or  mineral  property;  Provided, 
however.  That  the  Department  of  In¬ 
terior  is  designated  as  disposal  agency 
for  all  such  property  classified  as  grazing 
or  mineral  property  which  was  assigned 
to  it  for  disposal  prior  to  the  23d  day  of 
February  1947. 

(e)  All  other  property:  War  Assets 
Admin^rati07i. _The  War  Asset^  Ad¬ 
ministration  is  hereby  designated  as  dis¬ 
posal  agency  for  all  real  and  personal 
property  of  every  type  and  classification 
located  in  the  continental  United  States, 
declared  surplus  by  owning  agencies,  ex^ 
cept  those  types  assigned  to  other^isj- 
^sal  agencies  under  subparagraph  (b> 
(2)  and  paragraphs  (c)  and  (d)  of  this 
section:  Provided.  Thatj 

(1)  The  Federal  Works  Agency _ is 

designated  as  disposal  agency  for  all 
section  23  real  property  which_was  as¬ 
signed  to  it  for  disposal  prior  to  the  29th 
day  of  January  1947:  and 

The  National  Homing  Agency  is 
designated  as  disposal  agency  for  all 
residential  and  other  property  w’hich  was 
assigned  to  it  for  disposal  prior  to  the 
29th  day  of  January  1947. 

§  8301.3  Designation  of  disposal  agen¬ 
cies;  territories  and  possessions.  The 
following  designations  of  Government 
agencies  as  disposal  agencies  for  surplus 
property  located  in  the  territories  and 
possessions  of  the  United  States  as  de¬ 
fined  in  §  8301.1,  are  hereby  made.  Pro¬ 
vided,  That  the  Administrator  may  as¬ 
sign  any  real  property  located  in  the  ter¬ 
ritories  and  possessions  to  any  of  the  dis¬ 
posal  agencies  designated  in  this  part 
regardless  of  its  classification  whenever 
the  Administrator  shall  determine  such 
assignment  appropriate  to  facilitate  dis¬ 
posal. 

(a)  All  personal  property  not  other¬ 
wise  assigned;  War  Assets  Administra¬ 
tion.  War  Assets  Administration  i.s 
hereby  designated  as  the  disposal  agency 
for  all  personal  property,  including  air¬ 
craft  and  property  peculiar  to  aircraft, 
not  otherwise  assigned  under  this  section 


-*Reg.  1,  Order  1,  July  19,  1946  to  remain 
in  effect  until  issuance  of  revision  effective 
as  of  April  5,  1947. 


and  located  in  the  territories  and  pos¬ 
sessions. 

(b)  Ships:  Maritime  Commission. 
The  United  States  Maritime  Commi.s- 
sion,  pursuant  to  the  provisions  of  sec¬ 
tion  10_»^  of  the  Surplus  Property  Act 
of  1944,  is  the  disposal  agency  for  sur¬ 
plus  ve.ssels  which  it  determines  to  be 
merchant  vessels  or  capable  of  conver- 
^n  to  i^^chant  use,  tq^  bc_disposed  of 
under  the _^Ierchant  Marine  Act  of  1936 
as  amended,  and  other  laws  authorizing 
Uie  sale  of  such  ve.ssels,  and  not  under 
Uie  Surplus  Property  Act  of  1944  orregu- 
lations  thereunder.  Such  vessels  as  de- 
termined  by  the  United  States  Mari¬ 
time  Commission_consi.«t  of:  “all  non- 
combatant  vessels  of  1.500  gro.ss  tons  or 
over,  except  LST’s,  located  in  the  terri¬ 
tories  and  posses.sions, 

(c)  All  real  property;  Department  of 
the  Interior.  The  Department  of  the 
Interior  is  hereby  designated  as  the  dis¬ 
posal  agency  for  all  real  property  lo¬ 
cated  in  the  territories  and  possessions. 

5  8301.4  Designation  of  disposal  agency 
for,  and  disposal  of.  military  property. 
The  Department  of  State  is  hereby 
designated  as  the  disposal  agency  for 
surphis  military  property  located  in 
the  continental  United  States,  its  ter¬ 
ritories  and  possessions,  for  disposal  to 
other  governments.  With  the  con¬ 
sent  of  the  State  Department,  owning 
agencies  are  authorized  to  file  declara¬ 
tions  of  such  .surplus  property  with  the 
Department  of  State,  OfiBce  of  the  For¬ 
eign  Liquidation  Commissioner,  Wash¬ 
ington  25,  D.  C.;  such  declarations  of 
surplus  as  are  filed  with  the  State  De¬ 
partment  shall  have  endorsed  thereon 
the  approval  of  an  officer  of  the  owning 
agency  to  be  designated  as  Its  repre- 
.sentative  for  coordhyation  with  the  State 
Department.  If  there  are  Included  in 
such  declarations  of  surplus  any  sub¬ 
stantial  quantity  of  items  which  may  be 
u.«:ed  for  civilian  purposes,  the  State  De¬ 
partment  shall  consult  with  the  appro¬ 
priate  Government  agencies  (including 
domestic  dispo-^al  agencies)  to  ascertain 
whether  such  items  are  required  for  re¬ 
serves  e.stablished  under  the  act  for  pri¬ 
ority  or  preference  claimants  or  are 
urgently  required  for  the  domestic 
economy.  If  the  Department  of  State 
determines  that  such  items  are  so  re¬ 
quired.  it  shall  forward  the  declaration 
of  .surplus  covering  such  items  to  the 
appropriate  disposal  agency.  The  term 
“military  property”  includes  all  arms, 
ammunition,  spare  parts,  accessories, 
maintenance  and  service  tcwls  and 
equipment,  cleaning  and  preserving  ma¬ 
terials.  military  automotive  equipment, 
aircraft  and  aircraft  maintenance  and 
servicing  equipment,  naval  combat  type 
and  auxiliary  vessels  (excluding  ve.s.sels 
referred  to  in  section  3  (d)  of  the  act), 
special  military  clothing  and  equipage, 
and  all  other  items  required  to  train, 
equip,  and  maintain  military,  aviation, 
and  naval  units  as  listed  in  approved 
tables  of  organization  and  equipment 
and  technical  publications  pertaining 
thereto  for  United  States  armed  forces, 
and  production  equipment  specially  de- 
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signed  to  produce  munitions.  No  dis¬ 
posal  agency  other  than  the  State  De-* 
partment  shall  dispose  of  any  arms, 
ammunition,  and  implements  of  war  as 
defined  by  the  President’s  Proclamation 
No.  2549  of  April  9.  1942,  and  facilities 
intended  for  the  production  thereof  to 
any  foreign  government  without  the 
consent  In  writing  of  the  State  Depart¬ 
ment. 

§  8301.5  Use  of  Standard  Commodity 
Classification  for  purpose  of  assignments. 
The  assignments  made  in  Order  1  under 
this  part  through  the  use  of  Standard 
Commodity  Classification  code  numbers 
are  intended  to  be  in  aid  of  and  supple¬ 
mentary  to  the  assignments  of  the  gen¬ 
eral  classes  of  property  made  in  §  8301.2. 
If,  therefore,  items  fall  within  a  general 
class  of  property  assigned  by  this  part 
but  these  items  are  not  listed  in  the 
Standard  Commodity  Classification,  they 
shall  be  disposed  of  by  the  disposal 
agency  to  which  the  general  class  of  prop¬ 
erty  is  assigned.  Similarly,  if  the  Stand¬ 
ard  Commodity  Cla.ssification  does  not 
indicate  that  an  item  is  included  within 
more  than  one  of  the  general  classes  of 
property  assigned  in  §  8301.2,  the  assign¬ 
ment  of  the  general  class  shall  control. 

§  8301.6  Declaration  of  surplus  prop¬ 
erty.  Each  owning  agency  shall,  pursu¬ 
ant  to  section  11  (a)  of  the  act,  contin¬ 
uously  survey  property  in  its  control  and 
determine  that  which  is  surplus  to  its 
needs  and  responsibilities,  and,  except 
for  such  property  as  the  owning  agency 
itself  is  authorized  to  dispose  of,  it  shall 
report  such  surplus  property  to  the  Ad¬ 
ministrator  and  to  the  appropriate  dis¬ 
posal  agency  designated  in  this  part. 
The  reporting  of  surplus  personal  prop¬ 
erty  by  an  owning  agency  to  a  disposal 
agency  shall  constitute  a  declaration  of 
surplus.  When  the  disposal  agency  has 
notified  the  owning  agency  of  the  date 
on  which  any  specific  location  will  be 
organized  for  disposal  operations  at  the 
site,  the  owning  agency  shall  discontinue, 
as  of  the  specified  date,  all  declarations 
on  WAA  Form  1001  (formerly  Form  SPB- 
1)  of  property  at  such  location,  unless 
expressly  requested  otherwise  by  the  dis¬ 
posal  agency. 

§  8301.7  Declarations  of  surplus  per¬ 
sonal  property:  forms:  description  of 
property.  Subject  to  the  provisions  of 
§  8301.9  owning  agencies  shall  declare 
surplus  personal  property  to  the  Admin¬ 
istrator  and  to  the  appropriate  disposal 
agencies  on  forms  as  prescribed  by  Or¬ 
der  3  under  this  part.  The  property  shall 
be  described  in  sufScient  detail  to  fur¬ 
nish  the  disposal  agency  with  an  ade¬ 
quate  basis  for  disposal.  Unless  other 
provision  is  made,  the  minimum  stand¬ 
ards  of  descripiton  prescribed  by  the 
Handbook  of  Standards  for  Describing 
Surplus  Property  shall  be  used  as  a  guide 
for  all  such  descriptions. 

§  8301.8  Declarations  of  surplus  per¬ 
sonal  property;  special  information  from 
owning  agencies — (a)  Limitations  on 
power  of  disposal.  Declarations  of  sur¬ 
plus  personal  property  shall  fully  set 
forth  any  legal  restrictions  upon  the  au¬ 
thority  of  the  Oovemment  to  dispose  of 
any  personal  property,  including  any  re¬ 
strictions  upon  the  disposal  or  use 


thereof  arising  from  any  patents  or  any 
contract  relating  thereto,  unless  such  in¬ 
formation  relating  to  patents  has  other¬ 
wise  been  furnished  to  the  disposal  agen¬ 
cies. 

(b)  Red  Cross  property.  Declarations 
of  surplus  personal  property  shall  desig¬ 
nate  any  such  property  known  to  have 
been  processed,  produced  or  donated  by 
the  American  Red  Cross. 

§  8301.9  Declaration  of  surplus  real 
property.  The  owning  agency  shall  no¬ 
tify  the  Administrator  by  a  letter  of  in- 
'tent  on  the  date  upon  which  It  is  deter¬ 
mined  that  real  property  and  any  per¬ 
sonal  property  connected  therewith  is 
no  longer  required  by  the  owning  agency. 
Where  surplus  personal  property  is  lo¬ 
cated  in  or  on  such  real  property,  the 
owning  agency  shall,  unless  otherwise 
directed  by  the  Administrator,  declare 
such  personal  property  surplus  in  con¬ 
junction  with  the  real  property.  The 
filing  with  the  Administrator  of  an  ac¬ 
ceptable  WAA  Form  1005,  together  with 
WAA  Form  1001  where  personal  prop¬ 
erty  is  Involved,  shall  constitute  a  decla¬ 
ration  of  surplus  real  property. 

5  8301.10  Continental  United  States: 
filmg  declarations  of  surplus  personal 
property  resulting  from  contractor  in¬ 
ventories.  If  an  owning  agency  takes 
possession  of  any  contractor  inventory 
located  in  the  continental  United  States, 
It  may  declare  .such  property  surplus  to 
the  regional  office  of  the  War  Assets  Ad¬ 
ministration  for  the  region  wherein  the 
property  is  located.  If  any  property  so 
declared  is  of  a  cla.ss  other  than  that 
which  is  assigned  to  the  War  Assets  Ad¬ 
ministration  by  this  part,  it  will  make  the 
necessary  classification  and  forward  the 
declarations  to  the  appropriate  disposal 
agencies  unless  disposal  of  such  prop¬ 
erty  by  the  War  Assets  Administration  is 
authorized  under  §  8301.16.  This  section 
shall  not  apply  to  agricultural  commodi¬ 
ties  and  foods. 

§  8301.11  Continental  United  States: 
filifig  declarations  of  surplus  personal 
property.  Declarations  of  surplus  per¬ 
sonal  property  located  within  the  conti¬ 
nental  United  States  shall  be  filed  on 
forms  prescribed  by  Order  3  under  this 
part  at  the  office  of  the  War  Assets  Ad¬ 
ministrator,  Washington  25,  D.  C.,  and 
at  the  office  of  the  appropriate  disposal 
agencies  as  follows  except  as  otherwise 
indicated  in  Order  2  under  this  part;  At 
the  regional  offices  of  the  War  As.sets 
Administration  and  at  the  Washington, 
D.  C.  offices  of  all  other  disposal  agencies. 
The  locations  of  these  offices  and  the 
areas  comprised  by  the  regions  are  set 
forth  in  §  8301.52  *  under  this  part. 

§  8301.12  Continental  United  States, 
territories  and  possessions:  declarations 
of  surplus  real  property — (a)  Filing. 
Declarations  of  surplus  real  property 
shall  be  filed  with  the  War  Assets  Ad¬ 
ministrator,  Washington  25,  D.  C.  Where 
personal  property  is  to  be  declared  sur¬ 
plus  in  conjunction  with  real  property, 
the  owning  agency  shall  in  advance 
notify  the  appropriate  regional  office  of 
War  Assets  Administration  or.  in  the 
territories  and  possessions,  the  appro- 
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priate  office  of  the  Department  of  the 
Interior,  of  the  date  on  which  WAA 
Form  1001  will  be  ready  for  filing.  Such 
office  may  designate  a  representative 
with  whom  the  form  may  be  filed  at  the 
installation  site  and  who  shall  be  au¬ 
thorized  to  accept  the  declaration  for 
filing.  If  for  any  reason  such  form  is  not 
so  filed  with  the  designated  representa¬ 
tive  it  shall  be  filed  at  the  War  Assets 
Administration  regional  office,  or,  in  the 
territories  and  possessions,  at  the  appro¬ 
priate  office  of  the  Department  of  the 
Interior. 

(b)  Transmitting.  The  Administra¬ 
tor  will  transmit  the  declaration  to  the 
appropriate  disposal  agency  and  will 
notify  the  owning  agency  of  such  trans¬ 
mittal. 

§  8301.13  Territories  and  posscssimis: 
filing  declarations  of  surplus  personal 
property.  Declarations  of  surplus  per¬ 
sonal  property  located  in  the  territories 
and  po.ssessions  shall  be  filed  on  the  forms 
prescribed  in  Order  3  under  this  part 
with  the  War  Assets  Administrator, 
Washington  25,  D.  C..  and  at  such  offices 
of  the  appropriate  disposal  agency  as  are 
specified  in  Order  2  under  this  part,  or, 
if  not  specified,  as  the  disposal  agency 
may  direct. 

§  8301.14  Forwarding  declarations  of 
surplus:  notice.  Whenever  surplus  dec¬ 
larations  are  forwarded  by  one  disposal 
agency  to  another  disposal  agency  or  to 
the  Administrator  under  this  part,  the 
forwarding  disposal  agency  shall  so  no¬ 
tify  the  owning  agency  which  filed  the 
declaration. 

§  8301.15  Withdrawals — (a)  Personal 
property.  With  the  consent  of  the 
disposal  agency,  an  owning  agency 
may  withdraw  personal  property  which 
it  has  declared  surplas  and  for  which 
a  declaration  has  been  transmitted  to 
such  disposal  agency  pursuant  to  this 
part:  Provided,  however.  That  such 
withdrawals  may  be  made  only  (1)  on 
the  forms  prescribed  by  Order  3  under 
this  part.  (2)  by  the  technical  service, 
bureau,  or  other  constituent  part  of  the 
owning  agency,  which  made  the  declar¬ 
ation.  or  its  successor,  and  (3>  upon  the 
agreement  of  the  owning  agency  to  pay 
all  freight  charges  in  connection  with 
the  movement  of  the  property  to  the 
point  designated  by  such  agency,  in  cases 
where  the  disposal  agency  has  assumed 
custody  and  accountability. 

(b)  Real  property.  A  request  by  an 
owning  agency  for  the  withdrawal  of  a 
declaration  of  surplus  real  property  shall 
be  transmitted  to  the  Administrator  by 
the  filing  of  WAA  Form  1005  *  (formerly 
Form  SPB-5)  with  complete  justification 
for  the  requested  withdrawal.  In  cases 
where  the  disposal  agency  has  incurred 
direct  costs  or  obligations  in  connection 
with  the  care  or  handling  of  the  property, 
the  withdrawal  by  the  owning  agency 
shall  be  on  condition  that  the  disposal 
agency  be  reimbursed  for  any  direct  costs 
so  incurred  and  relieved  of  any  such  ob¬ 
ligations.  The  Administrator,  after  con¬ 
sideration  of  the  request  and  any  addi¬ 
tional  evidence  which  he  deems  appro¬ 
priate,  will  notify  the  owning  agency  and 
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the  appropriate  disposal  agency.  If  the 
declaration  previously  was  transmitted 
thereto,  of  his  decision. 

§  8301.16  Sales  by  a  disposal  agency 
other  than  the  one  to  which  the  prop~ 
erty  is  assigned.  A  disposal  agency  may 
dispose  of  personal  property  which  is 
declared  to  it  as  surplus  but  which  is  as* 
signed  under  this  part  to  another  disposal 
agency:  ’•Provided,  however.  That  dis¬ 
posal  of  any  item  of  personal  property 
in  excess  of  a  rejsorted  cost  of  three 
hundred  dollars  ($300)  may  be  made 
only  with  the  consent  of  such  other  dis¬ 
posal  agency. 

§  8301.17  Transfer  of  surplus  property 
between  territories  and  possessions  and 
continental  United  States.  No  surplus 
personal  property  shall  be  transferred 
by  a  disposal  agency  from  one  territory 
or  possessiem  to  another,  or  to  the  conti¬ 
nental  United  States,  without  the  con¬ 
sent  of  the  disposal  agency  acting  as  such 
at  the  place  of  destination.  Where  such 
consent  is  given  and  the  transfer  is  made, 
disposal  shall  be  made  by  the  disposal 
agency  acting  as  such  at  the  place  of 
destination. 

S  8301.18  Authority  of  disposal  agen^ 
cies  to  dispose  of  surplus  property — (a) 
In  general.  The  disposal  agencies  desig¬ 
nated  in  this  part  are  hereby  authorized 
and  directed  to  dispose  of  property  de¬ 
clared  or  assigned  to  them  as  surplus. 
Disposals  shall  be  made  in  accordance 
with  regulations,  orders,  and  instructions 
of  the  War  Assets  Administrator  and 
those  of  the  Surplus  Property  Adminis¬ 
trator,  the  Surplus  Property  Board  and 
the  Surplus  War  Property  Administra¬ 
tion  (created  by  Executive  Order  9425, 
February  19,  1944)  which  have  not  been 
rescinded  and  superseded,  and  in  accord¬ 
ance  with  the  objectives  and  provisions 
of  the  act. 

(b>  Aircraft,  aircraft  parts,  radio  and 
electrical  equipment.  The  appropriate 
disposal  agencies  are  hereby  authorized, 
in  accordance  with  section  19  (c)  of  the 
act,  to  dispose  of  aircraft  and  aircraft 
parts  and  radio  and  electrical  equipment. 

(c)  Small  business.  The  Department 
of~ Commerce,_  having  bwn  vest^  by 
Executive  Order  9665  (11  F^R.  3)  with 
the  function^  and  responsibilities  of 
Smailer  War  Plants  Corporation  se^ 
forth  in  sections  18  (cj^and  (d^of  the' 
Surplus  Property  Act  of  1944,  _^ould 
bring  to  the  attention  of  the  War  As- 
sets  Administrator^  the  disposal  agen¬ 
cies,  and  the  Reconstruction  Finance 
Corporation  the  needs  and  requirements 
of  small  business,  and  any  cases  or  situ¬ 
ations  which  have  r^ulted  in  or  woulcl 
effect  discriminations  again.st  such  busi¬ 
ness  :and  the  Reconstruction  Finance 
Corporation,  in_th^  exercise  of  its  au- 
thoritil^to  purc^’se  surplus  property  for 
resale  to  such  bu^ness,  and  dis^s^ 
sugexxcies  shall  give  consi^ration  to^l^ 
needs  and  requirements  o^  small  busi¬ 
ness  as  reported  to  then^by_^e  De^ 
partment  of  Commie  so  ^  to  prevent 
^y  discrimination  agains^smaU  busi- 
ness  in  the  disposals  of  surplus  property. 


8  8301.19  Regulations  to  be  reported 
to  the  War  Assets  Administrator.  Each 
owning  agency  and  each  disposal  agency 
shall  file  with  the  War  Assets  Adminis¬ 
trator  copies  of  all  regulations,  orders, 
and  instructions  of  general  applicability 
which  it  may  issue  in  furtherance  of  t|ie 
provisions,  or  any  of  them,  of  this  part. 

8  8301.20  Records  and  reports.  Own¬ 
ing  and  disposal  agencies  shall  prepare 
and  maintain  such  records  as  will  show 
full  compliance  with  the  provisions  of 
this  part  and  with  the  applicable  provi¬ 
sions  of  the  act.  Reports  shall  be  pre¬ 
pared  and  filed  with  the  War  Assets  Ad¬ 
ministrator  in  such  manner  as  may  be 
specified  by  order  issued  under  this  part 
subject  to  the  approval  of  the  Bureau  of 
the  Budget  pursuant  to  the  Federal  Re¬ 
ports  Act  of  1942. 

This  revision  of  this  part  shall  become 
effective  April  5,  1947. 

Robert  M.  Littlejohn, 
Administrator. 

March  25,  1947. 

[P.  R.  Doc.  47-3304;  Piled,  Apr.  3.  1947; 

10:32  a.  m.] 


(Reg.  1,*  Revocation  o(  Order  10] 

Part  8301 — Designation  of  Disposal 
Agencies  and  Procedures  for  Report¬ 
ing  Surplus  Property  Located  Within 
THE  Continental  United  States,  Its 
Territories  and  Possessions 

approval  of  delegation  of  disposal  AU¬ 
THORITY  BY  THE  MARITIME  COMMISSION 
TO  THE  WAR  ASSETS  ADMINISTRATION  FOR 
MARITIME  PERSONAL  PROPERTY  TO  BE 
SOLD  AT  SITE  SALES 

War  Assets  Administration  Regulation 
1,  Order  10,  October  25,  1946,  en¬ 
titled  “Approval  of  Delegation  of  Dis¬ 
posal  Authority  by  the  Maritime  Com¬ 
mission  to  the  War  Assets  Administra¬ 
tion  for  Maritime  Personal  Property  to 
be  Sold  at  Site  Sales ’’  Ul  P-  R- 12794) ,  is 
hereby  revoked  and  rescinded.  « 

(Surplus  Property  Act  of  1944,  as  amend¬ 
ed  (58  Stat.  765,  as  amended;  50  U.  S.  C. 
App.  Sup.  1611);  Public  Law  181,  79th 
Congress  (59  Stat.  533;  50  U.  S.  C.  App. 
Sup.  1614a.  1614b) ;  and  Executive  Order 
9689  (11  F.  R.  1265)) 

This  revocation  shall  become  effective 
April  5,  1947, 

Robert  M.  LittleJohn, 
Administrator. 

March  25,  1947. 

|P.  R.  Doc.  47-3305;  Piled,  Apr.  8,  1947} 
10:32  a.  m.J 


Chapter  XXIV — Department  of  State, 
Disposal  of  Surplus  Property  and 
Administration  of  Lend-Lease 

{Dept.  Reg.  108.48] 

Part  8501 — Delegation  of  Authority  to 
THE  FoREKm  Liquidation  Commissioner 
AND  THE  Deputy  Foreign  Liquidation 
Commissioner 
8ec. 

asol.l  Basic  delegation. 

8501.2  Authority  to  execute  contracts  and 
other  documents. 

1  Reg.  1  (12  P.  R.  863), 


Sec. 

8501.3  Authority  to  designate  deputies  and 

other  officers. 

8501.4  Assignment  of  War  and  Navy  officers 

to  field  representative  of  the  Com¬ 
missioner. 

8501.5  Maintenance  of  records. 

Authoritt:  {§  8501.1  to  8501  A,  Inclusive, 
Issued  under  58  Stat.  765,  59  Stat.  533,  Pub. 
Law  375,  79th  Cong.,  60  Stat.  168,  Pub.  Law 
584,  79th  Cong.,  60  Stat.  7.54;  50  U.  S.  C.  App., 
Supp.  1611,  1614a,  1614b;  E.  O.  9630,  Sept.  27. 
1945,  3  CFR  1945  Supp. 

8  8501.1  Basic  delegation.  Under  the 
general  supervision  of  and  in  conformity 
with  such  directions,  orders  or  instruc¬ 
tions  as  may  from  time  to  time  be  issued 
by  the  Secretary  of  State  in  the  execution 
of  the  foreign  polieffs  of  the  United 
States,  and  reporting  to  the  Secretary 
through  the  Assistant  Secretary  for  Eco¬ 
nomic  Affairs: 

(a)  The  Foreign  Liquidation  Ckimmis- 
Sioner  (referred  to  as  C(Mnmissioner  in 
the  regulations  in  this  part)  is  hereby 
delegated  the  entire  authority  and  re¬ 
sponsibility  now  or  hereafter  vested  in 
the  Department  of  State  for  the  admin¬ 
istration  and  c(X)rdination  of  policies  and 
action  in  connection  with  the  disposition 
of  all  surplus  property,  including  scrap, 
salvage,  waste  materials,  and  property 
captured  from  the  enemy,  for  which  the 
Department  of  State  may  be  responsible; 

(b)  The  Deputy  Foreign  Liquidation 
Commissioner  (referred  to  as  Deputy 
Commissioner  in  the  regulations  in  this 
part)  is  hereby  delegated  authority  to 
serve  as  Deputy  to  Uie  Foreign  Liquida¬ 
tion  Commissioner  in  all  matters  relating 
to  the  disposal  of  surplus  property,  and 
to  exercise  all  of  the  authority  and  per¬ 
form  all  of  the  functions  of  the  Com¬ 
missioner  with  respect  to  such  matters 
In  his  absence. 

8  8501.2  Authority  to  execute  con¬ 
tracts  and  other  documents.  The  Com¬ 
missioner  and  the  Deputy  Ckimmissioner 
are  authorized  to  execute  such  agree¬ 
ments.  contracts,  and  other  documents 
on  behalf  of  the  United  States  or  the 
Department  of  State  as  may  be  nec€.s.sary 
or  desirable  in  the  performance  of  the 
functions  delegated  to  them. 

§  8501.3  Authority  to  designate  depu¬ 
ties  and  other  officers. — (a)  Deputies  and 
assistants.  The  Commissioner  is  author¬ 
ized,  with  the  approval  of  the  A.ssistant 
Secretary  for  Economic  Affairs,  to  desig¬ 
nate  additional  Deputy  Commissioners, 
who  may  in  the  order  prescribed  in  the 
instrument  of  designation  exercise  all 
of  the  authority  and  perform  all  of  the 
functions  hereunder  of  the  Commissioner 
in  his  absence,  and  one  or  more  Assistant 
Commissioners,  who  may  in  the  order 
prescribed  in  the  instrument  of  appoint? 
ment  exercise  all  of  the  authority  and 
perform  all  of  the  functions  of  the  Com¬ 
missioner  in  this  part  in  the  absence  of 
the  Commissioner  and  the  Deputy  Com¬ 
missioner. 

(b)  Other  delegations.  The  Commis¬ 
sioner  is  authorized  to  designate  field 
representatives  and  to  delegate  all  or 
any  part  of  his  authority  and  functions 
in  this  part  hereunder  to  such  repre¬ 
sentatives,  and  to  any  United  States 
Government  agency,  with  the  consent 
of  such  aaency,  or,  subject  to  such  con¬ 
ditions,  directions,  and  restrictions  as 
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may  be  prescribed  by  the  Commissioner 
or  his  authorized  representatives,  either 
in  the  instrument  of  delegation  or  other¬ 
wise  from  time  to  time,  to  a  person 
under  the  complete  control  of  such  Gov¬ 
ernment  agency.  Such  delegations  may 
authorize  successive  redelegations  ac¬ 
cording  to  the  terms  of  the  instrument  of 
delegation.  Under  this  authorization 
the  following  types  of  delegations  have 
been  made: 

(1)  Central  Field  Commissioners  and 
Field  Commissioners  have  been  dele¬ 
gated  the  power,  for  or  on  behalf  of  the 
Foreign  Liquidation  Commissioner,  (i) 
to  dispose  of  all  surplus  property  located 
in  their  respective  areas  for  the  disposal 
of  which  the  Department  of  State  may 
be  responsible;  (ii>  to  perform  all  acts 
necessary  to  accomplish  the  expeditious 
disposal  of  such  property  including  the 
execution  of  contracts  and  the  employ¬ 
ment  of  personnel  and  the  procurement 
of  materials  within  the  limits  of  funds 
available  to  their  respective  areas  for 
such  purposes;  and  (iii)  to  redelegate  to 
deputies  and  assistants  all  or  any  part 
of  their  powers  with  regard  to  all  or 
any  part  of  the  area  or  property  under 
their  jurisdiction  in  accordance  with  ap¬ 
plicable  directives  issued  by  the  Foreign 
Liquidation  Commissioner. 

(2)  The  geographic  areas  under  the 
jurisdiction  of  the  various  Central  Field 
Commissioners  and  Field  Commission¬ 
ers  are  as  follows: 

(i)  Central  Field  Commissioner  for 
Pacific  and  China.  Those  areas  lying 
outside  the  continental  United  States. 
Hawaii,  and  Alaska  (including  the 
Aleutian  Islands)  west -of  141  degrees 
west  longitude  and  east  of  100  degrees 
east  longitude,  including,  however,  all  of 
China,  Thailand,  and  Sumatra. 

(ii)  Field  Commissioner  for  Canada: 
North  Atlantic.  Those  areas  lying  out¬ 
side  the  continental  United  States  and 
Alaska  east  of  141  degrees  west,  west  of 
32  degrees  west,  and  north  of  33  degrees 
north,  including,  however,  all  of  Green¬ 
land  together  with  Iceland,  Bermuda, 
and  the  Bahamas. 

(iii)  Central  Field  Commissioner  for 
Latin  America.  Those  areas  lying  out¬ 
side  the  continental  United  States  and 
Puerto  Rico  east  of  141  degrees  west,  west 
of  32  degrees  west,  and  south  of  33  de¬ 
grees  north,  excepting,  however,  Ber¬ 
muda  and  the  Bahamas. 

(iv)  Central  Field  Commissioner  for 
Europe.  Those  areas  lying  east  of  32 
degrees  west,  west  of  60  degrees  east, 
and  north  of  14  degrees  south,  excluding, 
however,  (a)  Greenland  and  Iceland; 
(b)  Areas  east  of  32  degrees  east  and 
south  of  37  degrees  north;  and  (c)  Iran, 
Iraq,  Syria,  Turkey,  Egypt,  Anglo- 
Egyptian  Sudan.  Uganda,  Tanganyika, 
Northern  Rhodesia,  and  Angola. 

(v)  Field  Commissioner  for  India: 
Burma.  Those  areas  lying  west  of  100 


degrees  east,  and  east  of  60  degrees  east, 
excluding,  however.  Thailand.  China, 
Sumatra,  and  Iran. 

(vi)  Central  Field  Commissioner  for 
Africa,  Middle  East — Persian  Gulf. 
Those  areas  lying  west  of  60  degrees  east, 
east  of  32  degrees  east,  and  south  of  37 
degrees  north,  and  those  areas  lying 
west  of  32  degrees  east,  east  of  32  de¬ 
grees  west,  and  south  of  14  degrees  south, 
including,  however,  Iran,  Iraq,  Syria. 
Turkey,  Egypt,  Anglo-Egyptian  Sudan, 
Uganda,  Tanganyika,  Northern  Rho¬ 
desia,  and  Angola. 

(3)  The  Field  Commissioner  for  Mili¬ 
tary  Programs  has  been  delegated  the 
power,  for  or  on  behalf  of  the  Foreign 
Liquidation  Commissioner,  to  dispose  of 
to  other  governments  surpius  military 
property  located  within  or  outside  the 
continental  United  States,  its  territories 
and  possessions. 

(4)  Sales  OflBcers  have  been  delegated 
limited  authority  to  execute  contracts  for 
the  sale  and  transfer  of  surplus  property 
in  accordance  with  their  delegated  au¬ 
thority.  Sales  OfiQcers  include  those 
persons  who  have  been  delegated  au¬ 
thority  to  negotiate  and  execute  con¬ 
tracts  for  the  sale  of  specific  surplus 
property,  specific  types  of  surplus  prop¬ 
erty,  or  all  surplus  property  located  in 
specified  areas. 

(5)  The  names  of  all  persons  holding 
final  authority  to  act  for  or  on  behalf  of 
the  Foreign  Liquidation  Commissioner 
with  respect  to  the  matters  described 
herein  are  on  file  in  the  Office  of  the 
Foreign  Liquidation  Commissioner,  De¬ 
partment  of  State,  Washington  25,  D.  C. 

(c)  The  Commissioner  is  also  author¬ 
ized  to  designate  to  serve,  in  such  repre¬ 
sentative  capacities  as  may  be  deemed 
necessary,  such  officers  and  enlisted  per¬ 
sonnel  of  military  or  naval  establish¬ 
ments  as  may  be  detailed  to  the  Depart¬ 
ment  of  State  pursuant  to  Executive  Or¬ 
der  9630,  dated  September  27,  1945. 

§  8501.4  Assignment  of  War  and  Navy 
officers  to  field  representative  of  the 
Commissioner.  The  Commissioner  or 
his  field  representatives  are  authorized  to 
call  upon  the  War  and  Navy  Depart¬ 
ments,  and  the  military  commander  of 
any  theater  of  operations,  command,  de¬ 
partment,  or  base  in  foreign  areas  and 
the  naval  commander  of  any  area,  several 
areas,  or  fleet,  or  the  commandant  of  a 
naval  district,  in  foreign  areas  for  the 
assignment  within  his  command  to  the 
field  representative  of  the  Commissioner, 
of  such  military  and  naval  personnel, 
transportation,  and  administrative  serv¬ 
ices  or  facilities  as  may  be  required  to 
be  furnished  by  them  pursuant  to  para¬ 
graphs  8  and  9  of  Executive  Order  9630, 
dated  September  27,  1945. 

§  8501.5  Maintenance  of  records.  The 
Commissioner  shall  maintain  rec9rds  of 
all  his  transactions  and  require  that  such 


records  be  kept  by  each  field  representa¬ 
tive  in  the  form  and  manner  prescribed 
by  him. 

This  part  shall  become  effective  imme¬ 
diately  upon  publication  in  the  Federal 
Register. 

[SEALl  Dean  Acheson, 

Acting  Secretary  of  State. 

March  28,  1947. 

IP.  R.  Doc.  47-3234;  Filed,  Apr.  3.  1947; 
8:48  a.  m.] 

TITLE  38— PENSIONS,  BONUSES, 
AND  VETERANS’  RELIEF 

Chapter  I — Veterans  Administration 

Part  10 — Insurance 

REINSTATEMENT 

§  10.3080  Application  and  medical 
evidence.  The  applicant  for  reinstate¬ 
ment  of  United  States  Government  Life 
Insurance  must  furnish  during  his  life¬ 
time.  and  before  becoming  totaily  and 
permanently  disabled,  .and  within  the 
three  calendar  months  Including  the  cal¬ 
ender  month  for  which  the  unpaid  pre¬ 
mium  was  due,  a  written  application 
signed  by  him  which  shall  state  that  he 
is  in  as  good  health  as  at  date  of  lapse, 
or  after  the  expiration  of  the  three  cal¬ 
endar  months,  a  written  application 
signed  by  him  that  he  is  in  good  health, 
in  accordance  with  the  requirements  of 
the  particular  case;  and  in  addition  the 
applicant  shall  furnish  such  evidence 
relative  to  his  physical  condition  as  may 
be  required  by  the  Administrator  of  Vet¬ 
erans  Affairs,  and  on  such  forms  as  may 
be  prescribed:  Provided,  That  if  the  in¬ 
surance  becomes  a  claim  after  tender  of 
the  amount  of  the  premiums  required 
but  before  full  compliance  with  the  re¬ 
quirements  of  this  paragraph,  and  the 
applicant  was  in  the  required  state  of 
health  at  the  date  that  he  made  the 
tender  of  the  amount  of  premiums,  and 
that  there  is  a  satisfactory  reason  for  his 
noncompliance,  the  director,  underwrit¬ 
ing  service  may,  if  the  applicant  be  dead, 
waive  any  or  all  of  the  requirements  of 
this  section,  or,  if  the  applicant  be  living, 
allow  compliance  with  this  section,  as  of 
the  date  required  amount  of  premiums 
was  received  by  the  Veterans  Adminis¬ 
tration.  (Secs.  5,  300,  301,  43  Stat.  608, 
624,  as  amended;  secs.  1,  2.  46  Stat.  1016; 
38  U.  S.  C.  11.  lla,  426,  511,  512) 

(seal!  Omar  N.  Bradley, 

General,  U.  S.  Army, 
Administrator  of  Veterans’  Affairs. 

April  4,  1947. 

IP.  R.  Doc.  47-2866;  Piled,  Apr.  3,  1947; 
8:49  a.  m.] 
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PROPOSED  RULE  MAKING 


DEPARTMENT  OF  AGRICULTURE 

Production  and  Marketing 
Administration 

17  CFR,  Part  9461 

IDocket  No.  AO-123-A61 

Handling  of  Milk  in  Louisville,  Ky., 
Marketing  Area 

NOTICE  OF  HEARING  ON  PROPOSED  AMEND¬ 
MENTS  TO  TENTATIVELY  APPROVED  MARKET¬ 
ING  AGREEMENT 

Pursuant  to  the  Agricultural  Market¬ 
ing  Agreement  Act  of  1937,  as  amended 
( 7  U.  S.  C.,  601  et  seq.) ,  and  in  accordance 
with  the  applicable  rules  of  practice  and 
procedure,  as  amended  (7  CFR.  Cum. 
Supp.  900.1  et  seq.;  10  F.  R.  11791, 11  F.  R. 
7737, 12  F.  R.  1159) ,  notice  is  hereby  given 
of  a  public  hearing  to  be  held  at  the 
Henry  Clay  Hotel,  Louisville,  Kentucky, 
beginning  at  10:00  a.  m.,  c.  s.  t.,  April  28, 
1947,  for  the  piupose  of  receiving  with 
respect  to  the  proposed  amendments  to 
the  tentatively  approved  marketing 
agreement,  as  amended,  and  the  order, 
as  amended,  regulating  the  handling  of 
milk  in  the  Louisville,  Kentucky,  milk 
marketing  area  (11  F.  R.  11121).  These 
proposed  amendments  have  not  received 
the  approval  of  the  Secretary  of  Agri¬ 
culture. 

The  following  amendments  have  been 
proposed : 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration; 

1.  Amend  §  946.1  by  adding  a  para¬ 
graph  (j)  to  read  as  follows; 

(J)  “Department  of  Agriculture” 
means  the  United  States  Department  of 
Agriculture  or  such  other  Federal 
agency  authorized  to  perform  the  price 
reporting  functions  specified  in  §§  946.4 
and  946.8  (f). 

By  the  Rolling  Green  Dairy,  Scotts- 
burg,  Indiana; 

2.  Amend  §  946.1  (c)  by  deleting  the 
towns  of  Speed,  Sellersburg,  and  Mem¬ 
phis  in  Clark  County,  Indiana,  from  the 
Louisville,  Kentucky,  marketing  area. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration; 

3.  Amend  §  946.2  (b)  by  adding  two 
subparagraphs  to  read  as  follows; 

(3)  Make  rules  and  regulations  to 
effectuate  the  terms  and  provisions 
hereof:  and 

(4)  Recommend  to  the  Secretary 
amendments  hereto. 

4.  Amend  §  946.2  (c)  by  adding  a  sub- 
paragraph  to  read  as  follows; 

(8)  Prepare  and  disseminate  for  the 
benefit  of  producers,  consumers,  and 
handlers,  such  statistics  and  informa¬ 
tion  concerning  the  operation  hereof  as 
does  not  reveal  confidential  informa¬ 
tion. 

By  the  Falls  Cities  Cooperative  Milk 
Producers  Association; 

5.  Delete  §  946.3  (d)  and  substitute 
the  following; 


(d)  Computation  of  class  volumes. 
For  each  delivery  peric^  the  market  ad¬ 
ministrator  shall  correct  for  mathemat¬ 
ical  and  for  other  obvious  errors  the 
report  submitted  by  each  handler  and 
compute  from  the  corrected  report  the 
amount  of  Class  I  milk.  Class  II  milk, 
and  Class  III  milk  as  follows; 

(1)  Determine  (i)  the  total  pounds  of 
milk  received  from  producers  (including 
the  handler’s  own  production),  and  (ii) 
the  total  pounds  of  milk,  skim  milk,  and 
other  milk  products  received  from  other 
handlers,  received  as  emergency  milk, 
and  received  from  other  sources;  add  to¬ 
gether  the  resulting  amounts. 

(2)  Determine  the  total  pounds  of 
butterfat  received  by  multiplying  by  its 
respective  average  butterfat  test  the 
milk,  skim  milk,  and  other  milk  products 
determined  under  subparagraph  (1)  of 
this  paragraph;  add  together  the  result¬ 
ing  amounts. 

(3)  Determine  the  total  pounds  of 
Class  I  milk  as  follows; 

(i)  Convert  to  quarts  the  quantity  of 
milk  and  skim  milk  disposed  of  in  the 
form  of  milk,  buttermilk,  and  milk 
drinks,  whether  plain  or  flavored,  and 
multiply  by  2.15; 

(ii)  Multiply  the  result  by  the  average 
butterfat  test  thereof;  and 

(ill)  If  the  quantity  of  butterfat  so 
computed  when  added  to  the  pounds  of 
butterfat  in  Class  II  milk  and  Class  HI 
milk  computed  pursuant  to  subpara¬ 
graphs  (4)  (ii)  and  (5)  (ii)  of  this  para¬ 
graph  is  less  than  the  total  pounds  of 
butterfat  received,  computed  in  accord¬ 
ance  with  subparagraph  (2)  of  this  para¬ 
graph,  the  butterfat  shrinkage  on  milk 
from  producers  which  exceeds  2  percent 
of  such  butterfat  shall  be  divided  by  3.8 
percent  and  added  to  the  quantity  deter¬ 
mined  pursuant  to  subdivision  (i)  of  this 
subparagraph. 

(4)  Determine  the  total  pounds  of 
Class  n  milk  as  follows; 

(i)  Multiply  the  actual  weight  of  each 
of  the  products  of  Class  II  milk  by  its 
average  butterfat  test; 

(ii)  Add  together  the  resulting 
amounts;  and 

(iii)  Divide  the  result  obtained  in  sub¬ 
division  (ii)  of  this  subparagraph  by  3.8 
percent. 

(5)  Determine  the  pounds  of  Class  III 
milk  as  follows; 

(i)  Compute  the  total  pounds  of  but¬ 
terfat  used  to  produce  a  product  other 
than  those  specified  in  Class  I  milk  and 
Class  II  milk; 

(ii)  Add  together  the  resulting 
amounts; 

(iii)  Subtract  the  total  pounds  of  but¬ 
terfat  in  Class  I  milk  and  Class  n  milk, 
computed  pursuant  to  subparagraphs  (3> 
(ii)  and  (4)  (ii)  of  this  paragraph,  and 
the  total  pounds  of  butterfat  computed 
pursuant  to  subdivision  (ii)  of  this  sub- 
paragraph,  from  the  total  pounds  of  but¬ 
terfat  computed  pursuant  to  subpara¬ 
graph  (2)  of  this  paragraph,  which  re¬ 
sulting  quantity  shall  be  allowed  as  plant 
shrinkage  for  the  purpose  of  this  para¬ 
graph  (but  in  no  event  shall  such  plant 


shrinkage  allowance  exceed  2  percent  of 
butterfat  in  milk  received  from  produc¬ 
ers,  plus  actual  plant  shrinkage  of  but¬ 
terfat  received  from  sources  other  than 
producers  and  handlers,  including  emer¬ 
gency  milk)  and  shall  be  added  to  the  re¬ 
sult  obtained  in  subdivision  (ii)  of  this 
subparagraph;  and 

(iv)  Divide  the  result  obtained  in  sub¬ 
division  (iii)  of  this  subparagraph  by  3.8 
percent. 

By  the  Louisville  Milk  Distributor.'? 
Association: 

6.  Delete  the  provisions  of  §  946.3  (b), 
and  substitute  therefor  the  following : 

(b)  Classes  of  utilization.  The  classe.s 
of  utilization  of  milk  shall  be  as  follows; 

(1)  Class  I  milk  shall  be  all  milk  dis¬ 
posed  of  as  milk  and/or  milk  drinks  hav¬ 
ing  a  butterfat  content  in  excess  of  1 
percent,  and  all  milk  not  specifically  ac¬ 
counted  for  as  Class  II  milk.  Class  III 
milk,  and  Class  IV  milk. 

(2)  Class  n  milk  shall  be  all  milk  dis¬ 
posed  of  as  cream  (for  consumption  as 
cream)  including  any  cream  product 
disposed  of  in  fluid  form  which  contains 
less  than  the  minimum  butterfat  con¬ 
tent  required  for  fluid  cream,  and  all 
skimmed  milk  disposed  of  as  buttermilk 
or  milk  drinks,  whether  plain  or  flavored 
and  not  disposed  of  in  Class  I. 

(3)  Class  m  milk  shall  be  all  milk, 
skim  milk,  and  cream  accounted  for  (i» 
as  used  to  produce  a  product  other  than 
those  specified  in  Class  I  milk,  Class  II 
milk,  and  Class  IV  milk,  (ii)  as  actual 
plant  shrinkage  of  butterfat  in  milk  re¬ 
ceived  from  producers,  but  not  to  exceed 
3  percent  of  such  receipts  of  butterfat. 
and  (iii)  as  actual  plant  shrinkage  of 
butterfat  in  milk,  skim  milk,  and  cream 
received  from  sources  other  than  pro¬ 
ducers  and  handlers,  including  emer¬ 
gency  milk:  Provided,  That  if  milk  is  di¬ 
verted  by  a  handler  to  a  plant  of  another 
handler  without  first  having  been  re¬ 
ceived  for  purposes  of  weighing  and  test¬ 
ing  in  the  diverting  handler’s  plant,  the 
quantity  of  butterfat  in  such  milk  shall 
be  included  in  the  butterfat  receipts  of 
the  second  handler  in  computing  his 
plant  .shrinkage  and  shall  be  excluded 
from  the  butterfat  receipts  of  the  divert¬ 
ing  handler  in  the  latter’s  plant  shrink¬ 
age  computation;  And,  provided  further. 
That  (a)  if  milk  from  producers  is  util¬ 
ized  as  milk,  skim  milk  or  cream  in  con- 

.  junction  with  milk,  skim  milk,  or  cream 
from  sources  other  than  producers  or 
other  handlers,  the  shrinkage  allocated 
to  the  milk  from  producers  shall  not  ex¬ 
ceed  its  pro  rata  share  computed  on  the 
basis  of  producer  milk  available  for  Class 
HI  and  ungraded  receipts,  and  (b)  if 
milk  from  producers  is  transferred  a.s 
milk,  .skim  milk,  or  cream  under  .support¬ 
ing  transfer  records  satisfactory  to  the 
market  administrator,  to  a  plant  of  a 
handler  from  which  no  milk  of  producers 
is  disposed  of  as  fluid  milk  in  the  mar¬ 
keting  area,  the  shrinkage  on  the  afore¬ 
said  transferred  portion  shall  be  com¬ 
puted  on  a  pro  rata  basis  with  all  milk. 
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skim  milk,  and  cream  utilized  in  the 
latter  plant  and  added  to  the  shrinkage 
on  producers’  milk  handled  in  the  han¬ 
dler’s  fluid  milk  plant. 

(4)  Class  IV  milk  shall  be  that  portion 
of  the  milk  used  to  produce  butter  by  a 
handler  reporting  utilization  in  Class  III 
in  excess  of  10  percent  of  such  handler’s 
total  receipts  during  the  reporting  pe¬ 
riod.  No  handler  shall  be  permitted  in 
any  delivery  period  to  report  an  amount 
of  milk  utilized  in  Class  IV  in  excess  of 
an  amount  equal  to  10  percent  of  said 
handler’s  reported  Class  I  sales  for  said 
delivery  period. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

7.  Amend  §  946.3  (c)  by  adding  a  sub- 
paragraph  to  read  as  follows: 

(4)  Milk,  skim  milk,  and  cream  trans¬ 
ferred  or  diverted  by  a  handler  from  a 
plant,  described  under  §  S46.1  (e)  (1)  or 
(2),  of  such  handler,  to  any  other  plant 
of  such  handler  shall  be  Class  III  milk: 
Provided,  That  if  milk,  skim  milk,  or 
cream  so  transferred  or  diverted  to  such 
plant  from  which  milk,  skim  milk,  or 
cream  is  disposed  of  for  human  con- 
.sumption  as  any  product  specified  in 
paragraph  <b>  (1>  or  (b>  (2)  of  this  sec¬ 
tion,  .such  milk,  skim  milk,  or  cream  so 
transferred  shall  be  classified  on  the  ba- 
.sis  of  its  pro  rata  share  of  the  disposition 
of  all  receipts  of  milk,  .skim  milk,  and 
cream  from  the  latter  plant. 

By  the  Louisville  Milk  Distributors 
Association : 

8.  Delete  the  provisions  of  §  946  3  (d>  . 
and  substitute  therefor  the  following: 

td)  Computation  of  class  volwnes. 
For  each  delivery  period  the  market  ad¬ 
ministrator  shall  correct  for  mathemati¬ 
cal  and  for  other  obvious  errors  the  re¬ 
port  submitted  by  each  handler  and 
compute  from  the  corrected  report  the 
amount  of  Class  I  milk.  Class  II  milk, 
and  Cla.ss  IV  milk,  as  follows: 

(1)  Determine  (i)  the  total  pounds  of 
milk  received  from  producers  (including 
the  handler’s  own  production),  and  <ii> 
the  total  pounds  of  milk,  skim  milk,  and 
other  milk  products  received  from  other 
handlers,  received  as  emergency  milk, 
and  received  from  other  sources,  and  add 
together  the  resulting  amounts.  • 

(2)  Determine  the  total  pounds  of 
butterfat  received  by  multiplying  by  its 
re.spective  average  butterfat  test  the 
milk,  skim  millafand  other  milk  products 
determined  under  subparagraph  (1)  of 
this  paragraph;  add  together  the  result¬ 
ing  amounts. 

(3>  Determine  the  total  pounds  of 
Cla.ss  I  milk  as  follows: 

<i)  Convert  to  quarts  the  quantity  of 
milk  and  skim  milk  disposed  of  in  the 
form  of  milk,  buttermilk  and  milk 
drinks,  whether  plain  or  flavored,  and 
multiply  by  2.15: 

<ii)  Multiply  the  result  by  the  average 
butterfat  test  thereof;  then 

(iii»  Divide  the  result  obtained  by  the 
average  butterfat  test  of  receipts  from 
producers  to  obtain  total  milk  pounds. 

<iv)  If  the  quantity  of  butterfat  so 
computed  when  added  to  the  pounds  of 
butterfat  in  Class  II  milk.  Class  III  milk, 
and  Class  IV  milk  computed  pursuant  to 
subparagraphs  (4)  (li),  (5)  (ii),  and 
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(6)  of  this  paragraph  is  less  than  the 
total  pounds  of  butterfat  received,  com¬ 
puted  in  accordance  with  subparagraph 
(2)  of  this  paragraph,  the  butterfat 
shrinkage  on  milk  from  producers  which 
exceeds  3  percent  of  such  butterfat  shall 
be  divided  by  the  average  te.st  of  receipts 
from  producers  and  added  to  the  quan¬ 
tity  determined  pursuant  to  subdivision 

(i)  of  this  subparagraph. 

(4>  Determine  the  total  pounds  of 
Class  II  milk  as  follows: 

<i)  Multiply  the  actual  weight  of  each 
of  the  products  of  Class  II  milk^by  its 
average  butterfat  test; 

(ii>  Add  together  the  resulting 
amounts;  and 

(iii)  Divide  the  result  obtained  in  sub¬ 
division  (ii)  of  this  subparagraph  by  the 
average  test  of  receipts  from  producers. 

(5)  Determine  the  pounds  of  Class  III 
milk  as  follows: 

<i)  Compute  the  total  pounds  of  but¬ 
terfat  used  to  produce  a  product  other 
than  those  specified  in  Class  I  milk, 
Cla.ss  II  milk,  and  Cla.ss  IV  milk; 

ui)  Add  together  the  resulting 
amounts; 

(iii)  Subtract  the  total  pounds  of  but¬ 
terfat  in  Cla.ss  I  milk.  Class  II  milk,  and 
Class  IV  milk,  computed  pursuant  to  sub- 
paragraphs  (3)  (ii(.  <4)  (ii),and  (6)  of 
this  paragraph,  and  the  total  pounds  of 
butterfat  computed  pursuant  to  subdivi¬ 
sion  (ii>  of  this  subparagraph,  from  the 
total  pounds  of  butterfat  computed  pur¬ 
suant  to  subparagraph  (2)  of  this  para¬ 
graph,  which  resulting  quantity  shall  be 
allowed  as  plant  shrinkage  for  the  pur¬ 
pose  of  this  paragraph  (but  in  no  event 
shall  such  plant  shrinkage  allowance 
exceed  3  percent  of  butterfat  in  milk 
received  from  producers,  plus  actual 
plant  shrinkage  of  butterfat  received 
handlers,  including  emergency  milk)  and 
shall  be  added  to  the  result  obtained  in 
subdivision  (ii)  of  this  subparagraph; 
from  sources  other  than  producers  and 
and 

(iv)  Divide  the  result  obtained  in  sub¬ 
division  (iii)  of  this  subparagraph  by 
the  average  butterfat  test  of  receipts 
from  producers. 

(6)  Determine  the  total  pounds  of 
Class  IV  milk  as  follows: 

(i)  Divide  by  the  average  te.st  of  re¬ 
ceipts  from  producers  the  total  pounds 
of  butterfat  manufactured  into  butter 
or  sold  to  a  butter  manufacturer  to  de¬ 
termine  hundredweight  pounds  of  milk 
used  for  this  purpose  by  each  handler, 

(ii)  add  together  ihe  resulting  amounts: 

(iii)  determine  the  total  pounds  of  Cla.ss 
III  milk  in  excess  of  10  percent  of  the 
total  pounds  of  milk  received  from  pro¬ 
ducers  (including  the  handler’s  own  pro¬ 
duction),  received  from  other  handlers, 
received  as  emergency  milk  and  received 
from  other  .sources;  (iv)  determine  the 
total  pounds  of  milk  equal  to  10  percent 
of  each  handler’s  Class  I  sales;  (v)  when 
the  total  pounds  of  milk  as  determined 
in  subdivisioa  (ii)  of  this  subparagraph 
exceed  the  total  pounds  of  milk  as  de¬ 
termined  in  subdivision  (iii)  of  this  sub- 
paragraph  such  total  pounds  of  milk 
shall  be  considered  to  be  each  handler’s 
Cla.ss  IV  usage  provided  such  total 
pounds  of  milk  do  not  exceed  the  total 
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pounds  of  milk  as  determined  in  subdi¬ 
vision  (iv)  of  this  subparagraph. 

9.  Delete  the  provisions  of  §  946.3  (e). 

10.  Delete  the  provisions  of  §  946.3  (f) 
and  substitute  therefor  the  following: 

(f)  Allocation  of  milk  classified.  The 
amount  remaining  in  each  cla.ss  after 
making  the  following  computations  shall 
be  the  amount  in  such  cla.ss  allocated  to 
milk  received  from  producers: 

(1)  Subtract  from  the  total  pounds  of 
milk  computed  for  each  class,  in  series 
beginning  with  the  lower  priced  Class  III 
milk,  the  total  pounds,  except  emergency 
milk,  received  from  .sources  other  than 
producers  and  handlers; 

(2)  Subtract  from  the  remaining 
pounds  of  milk  computed  for  each  cla.ss 
the  total  pounds  of  emergency  milk  as¬ 
signed  to  such  class; 

(3*  Subtract  from  the  remaining 
pounds  of  milk  computed  for  each’ class 
the  total  pounds  received  from  other 
handlers  and  as.signed  to  such  cla.ss: 
Provided,  That  if  the  total  pounds  to 
be  subtracted  from  Clas.s  II  milk  or  Class 
III  m.ilk  is  greater  than  the  remaining 
pounds  of  milk  in  such  class,  the  balance 
shall  be  .subtracted  from  the  remaining 
pounds  of  milk  in  the  next  higher  priced 
cla.ss. 

By  the  Falls  Cities  Cooperative  Milk 
Producers  A.s.sociation: 

11.  Delete  §  946.4  (a)  and  substitute 
the  following: 

§  946.4  Minimum  prices — (a)  Class 
prices.  Subject  to  the  provisions  of  par¬ 
agraph  (b),  (O,  (d),  and  ( e )  of  this  sec¬ 
tion,  each  handler  shall  pay  producers,  at 
the  time  and  in  the  manner  set  forth  in 
§  946.8,  not  less  than  the  prices  per  hun¬ 
dredweight  computed  as  follows  by  the 
market  administrator  for  the  re.spective 
quantities  of  Class  I  milk,  Clas.s  II  milk, 
and  Class  III  milk,  computed  pursuant  to 
§  946.3  (e)  and  (f ) : 

( 1 )  Class  I  milk.  The  price  for  Cla.ss 

I  milk  shall  be  the  price  determined  pur¬ 
suant  to  subparagraph  (5)  of  this  para¬ 
graph.  plus  $1.05. 

(2>  Class  II  milk.  The  price  for  Cla.s.s 

II  milk  shall  be  the  price  determined 
pursuant  to  subparagraph  (5)  of  this 
paragraph,  plus  $0.50. 

( 3 )  Class  III  milk.  Except  as  set  forth 
in  subparagraph  (4)  of  this  paragraph, 
the  price  for  Class  III  milk  shall  be  the 
price  resulting  from  the  following  com¬ 
putation:  determine,  on  the  basis  of  milk 
of  4  percent  butterfat  content,  the  arith¬ 
metic  average  of  the  basic,  or  field  prices 
per  hundredweight  reported  by.  and  as¬ 
certained  by  the  market  administrator 
to  have  been  paid  by,  the  following  con¬ 
cerns  at  the  manufacturing  plants  or 
places  listed  below  for  ungraded  milk 
received  during  the  delivery  period: 

Concern  and  Location 

Kraft  Cheese  Co.,  Lawrenceburg,  Ky. 

Armour  Creameries,  Elizabethtown,  Ky. 

Armour  Creameries,  Springfield,  Ky. 

Kraft  Cheese  Co.,  Salem,  Indt 

,Ewlng-Von  Allmen  Co.,  Corydon,  Ind. 

Ewing-Von  Allmen  Co..  NLadison,  Ind, 

Producers’  Dairy  Marketing  Association, 
Orleans,  Ind. 

and  subtract  an  amount  computed  by 
multiplying  the  average  wholesale  price 
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per  pound  of  92-score  butter  in  the  Chi¬ 
cago  market,  as  reported  by  the  agency 
described  in  paragraph  (a)  <3)  (i)  of 
this  section  for  the  delivery  period  dur¬ 
ing  which  the  milk  was  received,  by  20 
percent:  Provided,  That  if  the  price  so 
determined  is  less  than  the  price  com¬ 
puted  in  accordance  with' the  following 
formula,  such  formula  price  shall  be 
used: 

(i)  Multiply  by  3.8  the  average  whole¬ 
sale  price  per  pound  of  92-score  butter 
in  the  Chicago  market  as  reported  by  the 
United  States  Department  of  Agriculture 
(or  by  such  other  Federal  agency  as  may 
hereafter  be  authorized  to  perform  this 
price  reporting  function)  for  the  de¬ 
livery  period  during  which  such  milk 
was  received; 

(ii)  Add  20  percent  thereof:  and 

(iii)  Add  3*2  cents  per  hundredweight 
for  each  full  one-half  cent  that  the  price 
of  nonfat  dry  milk  solids  by  spray  proc¬ 
ess  for  human  consumption  is  above  5*2 
cents  per  pound.  For  the  purpose  of  this 
formula  the  price  per  pound  of  nonfat 
dry  milk  solids  to  be  used  shall  be  the 
average  of  the  carlot  prices  by  spray 
process  for  human  consumption,  pub¬ 
lished  by  the  agency  described  in  sub¬ 
division  (i)  of  this  subparagraph,  for 
the  Chicago  market  during  the  delivery 
period.  Including  in  such  average  the 
quotations  published  for  any  fractional 
part  of  the  previous  delivery  period 
which  were  not  published  and  available 
for  the  price  determination  of  such  milk 
solids  for  the  previous  delivery  period. 
In  the  event  the  carlot  prices  for  nonfat 
dry  milk  solids  by  spray  process  for 
human  consumption,  f.  o.  b.  manufac¬ 
turing  plants,  are  not  so  published,  the 
average  of  the  carlot  prices  for  such 
milk  solids,  delivered  at  Chicago,  as  pub¬ 
lished  by  any  such  agency,  shall  be  used, 
and  the  following  shall  be  used  in  lieu  of 
the  computation  provided  under  sub¬ 
division  (iii)  of  this  subparagraph  add 
3'i  cents  per  hundredweight  for  each 
full  one-half  cent  that  the  price  of  such 
nonfat  dry  milk  solids  for  human  con¬ 
sumption  delivered  at  Chicago,  is  above 
6 Vi  cents  per  pound.  . 

(4)  In  the  case  of  butter  made  from 
producers’  milk  received  during  the  de¬ 
livery  periods  of  April,  May,  and  June, 
which  as  milk  equivalent  is  not  in  ex¬ 
cess  of  10  percent  of  the  handler’s  Class 
I  milk  computed  pursuant  to  §  946.3  (f), 
the  price  shall  be  that  resulting  from 
the  following  computation:  Multiply  by 
3.8  the  average  wholesale  price  of 
92-score  butter  in  the  Chicago  market,  as 
reported  by  the  agency  described  in 
subparagraph  (3)  (i)  of  this  paragraph 
for  the  delivery  period,  and  add  20  per¬ 
cent  thereof. 

(5>  Basic  price.  The  basic  price  per 
hundredweight  of  milk  to  be  used  in 
computing  the  minimum  prices  for  Class 
I  milk  and  Class  II  milk,  set  forth  in  sub- 
paragraphs  (1)  and  (2)  of  this  para¬ 
graph.  shall  be  the  price  computed  pur¬ 
suant  to  subparagraph  (3)  of  this  para¬ 
graph  plus  15  cents  or  that  resulting 
from  the  following  formula  w’hichever 
Is  the  higher:  to  the  average  of  the  basic 
(or  field)  prices  reported  to  have’been 
paid,  or  to  be  paid,  for  milk  for  3.5 
percent  butterfat  content  received  dur¬ 


ing  the  delivery  period  at  the  following 
places  for  which  prices  are  reported  to 
the  market  administrator  by  the  com¬ 
panies  listed  below  or  by  the  agency 
described  in  subparagraph  (3)  (i)  of 
this  paragraph: 

Companies  and  Locations 

Borden  Co.,  Black  Creek.  Wis. 

Borden  Co.,  Greenville,  Wis. 

Borden  Co.,  Mt.  Pleasant,  Mich. 

Borden  Co.,  New  London.  Wis. 

Borden  Co.,  Orfordvllle,  Wis. 

Carnation  Co.,  Berlin,  Wis. 

Carnation  Co.,  Jefferson,  Wis. 

Carnation  Co.,  Chilton,  Wis. 

Carnation  Co.,  Oconomowoc,  Wis. 

Carnation  Co.,  Richland  Center,  Wis. 

Carnation  Co..  Sparta,  Mich. 

Pet  Milk  Co.,  Belleville,  Wis. 

Pet  Milk  Co.,  Coopersville.  Mich. 

Pet  Milk  Co.,  Hudson,  Mich. 

Pet  Milk  Co.,  New  Glarus,  Wis. 

Pet  Milk  Co..  Wayland,  Mich. 

White  House  Milk  Co.,  Manitowoc.  Wis. 

White  House  Milk  Co.,  West  Bend.  Wis. 

add  an  amount  computed  by  multiplying 
the  butterfat  differential,  determined 
pursuant  to  §  946.8  (f),  by  3. 

(6)  The  prices  used  in  determining  the 
average  manufacturing  plant  price  pur¬ 
suant  to  subparagraph  (3)  or  (5)  of  this 
paragraph  shall  be  those  quoted  for  milk 
received  at  the  respective  plants,  without 
deductions  for  hauling  or  other  charges 
to  be  paid  by  the  farm  shipper. 

12.  Delete  §  946.4  (b)  and  substitute 
the  following: 

(b)  Price  of  Class  I  milk  for  relief  dis¬ 
tribution.  For  Class  I  milk  delivered  by 
a  handler  to  the  residence  of  a  relief 
client  certified  by  a  recognized  relief 
agency,  charged  to  such  an  agency,  or 
disposed  of  by  a  handler  under  a  pro¬ 
gram  approved  by  the  Secretary  for  the 
sale  or  disposition  of  milk  to  low-income 
consumers,  including  persons  on  relief, 
such  handler  shall  pay  not  less  than  the 
price  for  Class  I  milk  minus  55  cents. 

13.  Delete  §  946.4  (c)  and  substitute 
the  following: 

(c)  Butterfat  differential  to  handlers. 
If  any  handier  has  received  from  pro¬ 
ducers  milk  containing  more  or  less  than 
3.8  percent  of  butterfat,  such  handler 
shall  add  or  deduct,  per  hundredweight 
of  milk,  for  each  one-tenth  of  1  percent 
of  butterfat  above  or  below  3.8  percent, 
an  amount  computed  by  the  market  ad¬ 
ministrator  as  follows:  to  the  average 
wholesale  price  per  pound  of  92-score 
butter  in  the  Chicago  market,  as  reported 
by  the  agency  described  in  paragraph 
(a)  (3)  (i)  of  this  section  for  the  de¬ 
livery  period  during  which  the  milk  was 
receiv^,  add  20  percent,  and  divide  the 
result  by  10. 

14.  Delete  §  946.4  (d)  and  substitute 
therefor  the  following: 

(d)  Class  volume  reconciliation  ad¬ 
justment.  For  the  amount  of  milk  in¬ 
volved  in  any  reconciliation  of  class 
volumes  of  milk,  pursuant  to  §  946.3  (e), 
the  handler  shall  be  debited  or  credited, 
as  the  case  may  be,  at  the  higher  Class 
III  price:  Provided.  That  if  such  handler 
received  from  producers  milk  with  an 
average  test  of  butterfat  of  3.8  percent 
or  less  and  disposed  of  no  milk,  skim 


milk,  or  cream  as  a  Class  III  milk  prod¬ 
uct,  such  debit  or  credit,  as  the  case  may 
be,  shall  be  made  at  the  Class  II  price. 

By  the  Louisville  Milk  Distributors  As¬ 
sociation: 

15.  Delete  the  provisions  of  §  946.  4  and 
substitute  therefor  the  following: 

§  946.4  Minimum  prices — (a)  Class 
prices.  Subject  to  the  provisions  of 
paragraphs  (b),‘(c),  (d),  and  (e)  of  this 
section,  each  handler  shall  pay  pro¬ 
ducers,  at  the  time  and  in  the  manner 
set  forth  in  §  946.8,  not  less  than  the 
prices  per  hundredweight  computed  as 
follows  by  the  market  administrator  for 
the  respective  quantities  of  Class  I  milk. 
Class  II  milk.  Class  III  milk,  and  Class 
IV  milk  computed  pursuant  to  §  946.3 
(f) : 

(1)  Class  I  milk.  ’The  price  for  Class  I 
milk  shall  be  the  price  determined  pur¬ 
suant  to  subparagraph  (5)  of  this  para¬ 
graph,  plus  $0.90. 

<2)  Class  II  milk.  The  price  for  Cla.ss 

II  milk  shall  be  the  price  determined  pur¬ 
suant  to  subparagraph  (5)  of  this  para¬ 
graph.  plus  $0.40.' 

(3)  Class  III  milk.  The  price  for  Class 

III  milk  shall  be  the  price  resulting  from 
the  following  computation:  Determine, 
on  the  basis  of  milk  of  4  percent  butter¬ 
fat  content,  the  arithmetic  average  of 
the  basic,  or  field,  prices  per  hundred¬ 
weight  reported  by,  and  ascertained  by 
the  market  administrator  to  have  been 
paid  by,  the  following  concerns  at  the 
manufacturing  plants  or  places  listed 
below  for  ungraded  milk  received  during 
the  delivery  period: 

Concern  and  Location 

Kraft  Foods  Co.,  Lawronceburg,  Ky. 

Armour  Creameries,  Elizabethtown,  Ky. 

Armour  Creameries,  Springfield,  Ky. 

Kraft  Foods  Co.,  Salem,  Ind. 

Ewing  Von  Allmen  Dairy  Co.,  Corydon,  Ind. 

Ewing  Von  Allmen  Dairy  Co.,  Madison,  Ind. 

Producers’  Dairy  Marketing  Association, 
Orleans,  Ind. 

Provided,  That  if  the  price  so  determined 
is  less  than  the  price  computed  in  ac¬ 
cordance  with  the  following  formula, 
such  formula  price  shall  be  used: 

(i)  Multiply  by  4  the  average  wholesale 
price  per  pound  of  92-score  butter  in  the 
Chicago  market  as  reported  by  the  United 
States  Department  of  Agriculture  (or  by 
such  other  Federal  agency  as  may  here¬ 
after  be  authorized  to  perform  this  price 
reporting  function)  for  4he  delivery  pe¬ 
riod  during  which  such  milk  was  re¬ 
ceived; 

(ii)  Add  20  percent  thereof;  and 

(iii)  Add  3 *,2  cents  per  hundredweight 
for  each  full  one-half  cent  that  the  price 
of  nonfat  dry  milk  solids  by  roller  proce.ss 
for  human  consumption  i.v  above  5*2 
cents  per  pound.  For  the  purpose  of  this 
formula  the  price  per  pound  of  nonfat 
dry  milk  solids  to  be  used  shall  be  the 
average  of  the  carlot  prices  by  roller 
process  for  human  consumption,  pub¬ 
lished  by  the  agency  described  in  sub- 
divi.sion  (i)  of  this  .subparagraph,  for  the 
Chicago  market  during  the  delivery  pe¬ 
riod,  including  in  such  average  the  quo¬ 
tations  publi.'^hed  for  any  fractional  part 
of  the  previous  delivery  period  which 
were  not  published  and  available  for  the 
price  determination  of  such  milk  solids 
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for  the  previous  delivery  pefiod.  In  the 
event  the  carlot  prices  for  nonfat  dry 
milk  solids  by  roller  process  for  human 
consumption,  f.  o.  b.  manufacturing 
plants,  are  not  so  published,  the  average 
of  the  carlot  prices  for  such  milk  solids, 
delivered  at  Chicago  as  published  by 
any  such  agency,  shall  be  used,  and  the 
following  shall  be  used  in  lieu  of  the  com¬ 
putation  provided  under  subdivision  (iii) 
of  this  subparagraph:  Add  3*2  cents  per 
hundredweight  for  each  full  one-half 
cent  that  the  price  of  such  nonfat  dry 
milk  solids  for  human  consumption  de¬ 
livered  at  Chicago,  is  above  7^2  cents  per 
pound. 

(4)  Class  IV  milk.  The  price  for 
Class  IV  milk  shall  be  the  price  deter¬ 
mined  per  hundredweight  of  milk  test¬ 
ing  4  percent  butterfat  by  multiplying 
the  price  of  92-score  butter  (Chicago 
market  as  reported  by  the  United  States 
Department  of  Agriculture  for  the  de¬ 
livery  period  during  which  said  milk  was 
delivered)  by  4  and  adding  thereto  20 
percent. 

16.  Delete  the  provisions  of  5  946.4  (a) 

(5)  and  substitute  therefor  the  follow¬ 
ing: 

(5)  Basic  price.  The  basic  price  of 
milk  to  be  used  in  computing  the  mini¬ 
mum  prices  for  Class  I  milk  and  Class  II 
milk  shall  be  an  average  of  the  price  for 
the  current  delivery  period  and  the  pre¬ 
vious  delivery  period. 

17.  Delete  the  provisions  of  I  946.4  (a) 

(6)  and  substitute  therefor  the  follow¬ 
ing  : 

(6)  The  prices  used  in  determining 
the  average  manufacturing  plant  price 
pursuant  to  subparagraph  (3)  of  this 
paragraph  shall  be  those  quoted  for 
milk  received  at  the  respective  plants, 
without  deductions  for  hauling  or  other 
charges  to  be  paid  by  the  farm  shipper. 

18.  Amend  I  946.4  by  deleting  para¬ 
graphs  (d)  and  (e),  and  substituting 
therefor  the  following: 

(d)  Sales  outside  marketing  area. 
The  price  to  be  paid  by  a  handler  for 
Class  I  milk  disposed  of  outside  the  mar¬ 
keting  area,  in  lieu  of  the  price  other¬ 
wise  applicable  pursuant  to  this  section, 
shall  be  the  price,  as  ascertained  by  the 
market  administrator,  which  is  being 
paid  for  miik  of  an  equivalent  use  in  the 
market  w-here  such  milk  is  disposed  of: 
Provided.  That  such  Class  I  price  as  as¬ 
certained  by  the  market  administrator 
shall  be  subject  to  a  transportation  ad¬ 
justment  of  1*2  cents  per  hundred¬ 
weight  of  such  milk  for  every  15  miles  or 
fraction  thereof  from  the  shipping  point 
where  such  milk  is  received  from  pro¬ 
ducers  to  the  market  w’here  such  milk  is 
utilized  as  Class  I  milk :  Provided  further. 
That  such  Class  I  price,  as  ascertained 
by  the  market  administrator,  less  the 
adjustment  for  transportation  shall  not 
be  lower  than  the  Class  I  price  as  set 
forth  in  S  946.4  (a)  (1)  minus  40  cents. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

19.  Amend  S  946.6  by  adding  a  para¬ 
graph  (d)  to  read  as  follows: 


(d)  Milk  received  at  the  plant  of  a 
handler,  the  handling  of  which  the  Sec¬ 
retary  determines  to  be  subject  to  the 
pricing  and  payment  provisions  of  any 
other  Federal  milk  marketing  agreement 
or  order  Issued  pursuant  to  the  act  for 
any  fluid  milk  marketing  area  shall  not 
be  subject  to  the  pricing  and  payment 
provisions  hereof. 

By  the  Louisville  Milk  Distributors 
Association: 

20.  Delete  the  provisions  of  §  946.7  (a) 
and  substitute  therefor  the  following: 

(a)  Computation  of  value  for  each 
handler.  For  each  delivery  period  the 
market  administrator  shall  compute, 
subject  to  the  provisions  of  §  946.6  (b) 
and  (c),  the  value  of  milk  of  producers 
received  by  each  handler,  by  multiplying 
the  quantity  in  each  class  by  the  price 
applicable  to  such  class  .and  by  adding 
together  the  resulting  class  values: 
Provided,  That  with  respect  to  butter 
made  from  producers’  milk,  but  not  to 
exceed  as  milk  equivalent  10  percent  of 
such  handler's  Class  I  milk  computed 
pursuant  to  §  946.3  (f),  the  applicable 
price  shall  be  that  computed  pursuant  to 
§  946.4  (4).  If  such  handler  utilizes 
milk,  .skim  milk,  or  cream  from  sources 
other  than  producers  or  other  handlers 
in  milk  products,  the  amount  of  butter 
allocated  to  milk  from  producers  shall 
be  a  pro  rata  share  based  upon  the  re¬ 
spective  volumes  from  each  source  uti¬ 
lized  in  milk  products. 

By  the  Falls  Cities  Cooperative  Milk 
Producers  Association: 

21.  Delete  §  946.7  (b)  (1)  and  (2)  and 
substitute  the  following: 

(b)  Computation  and  announcement 
of  uniform  prices.  The  market  admin¬ 
istrator  shall  compute  and  announce  the 
uniform  price  per  hundredweight  of  pro¬ 
ducer  milk  containing  3.8  percent  of  but¬ 
terfat  for  each  delivery  period,  as  fol¬ 
lows: 

( 1 )  Combine  into  one  total  the  respec¬ 
tive  values  computed  pursuant  to  para¬ 
graph  (a)  of  this  section,  for  all  han¬ 
dlers  who  made  the  report  prescribed  by 
§  946.5  (a)  for  such  delivery  period,  ex¬ 
cept  those  in  default  of  payments  re¬ 
quired  pursuant  to  §  946.8  (c)  for  the 
preceding  delivery  period; 

(2)  Subtract,  if  the  average  butterfat 
content  of  all  milk  received  from  pro¬ 
ducers  is  in  excess  of  3.8  percent,  or  add. 
if  such  average  butterfat  content  is  less 
than  3.8  laercent,  the  total  value  of  the 
butterfat  differential  applicable  pursu¬ 
ant  to  §  946.8  (f). 

By  the  Louisville  Milk  Distributors  As¬ 
sociation: 

22.  Amend  §  946.7  (b)  by  designating 
the  present  subparagraph  (3)  as  (i)  and 
adding  thereto  the  following  subpara¬ 
graph: 

(il)  Add  for  each  of  the  delivery  pe¬ 
riods  of  September,  October,  and  Novem¬ 
ber  an  amount  equal  to  one-third  of  the 
aggregate  amount  withheld  pursuant  to 
§  946.7  (b)  (3)  (i). 

By  the  Louisville  Milk  Distributors  As¬ 
sociation: 

23.  Amend  §  946.8  (b)  by  deleting 
therefrom  the  proviso  clause  as  follows: 


“Provided,  That  payments  due  any  han¬ 
dler  shall  be  off-set  by  payments  due 
from  such  handler.” 

24.  Delete  §  946.8  (d)  (2). 

By  the  Fall  Cities  Cooperative  Milk 
Producers  Associations: 

25.  Delete  §  946.8  (f)  and  substitute 
therefor  the  following: 

(f)  Butterfat  diffef^ntial.  In  making 
payment  to  each  producer,  puisuant  to 
paragraph  (a)  of  this  section,  each  han¬ 
dler  shall  add  to  the  uniform  price  not 
less  than,  or  subtract  from  the  uniform 
price  not  more  than,  as  the  case  may  be, 
for  each  one-tenth  of  1  percent  of  butter¬ 
fat  content  above  or  below  3.8  percent  in 
milk  received  from  such  producer,  the 
amount  as  shown  in  the  schedule  below 
for  the  butter  price  range  in  which  falls 
the  average  wholesale  price  per  pound  of 
92-score  butter  in  the  Chicago  market, 
as  reported  by  the  agency  described  in 
§  946.4  (a)  (3)  (i) ,  for  the  delivery  period 
during  which  such  milk  was  received: 

Butterfat 

differential 


Butter  price  range  (cents) :  (cents) 

17.499  or  less _  2 

17.50- 22.499  .  2'i 

22.50- 27.499  _ _  3 

27.50- 32.499  . 3'i 

32.50- 37.499  . . .  4 

37.50- 42.499  . 4>i 

42.50- 47.499  . . . .  5 

47.50- 52.499  . 5>i 

52.50- 57.499  _ _ _ _  6 

57.50- 62.499  . 6'i 

62.50- 67.499  . . . .  7 

67.50- 72.499  . 7'i 

72.50- 77.499  . .  8 

77.50- 82.499  _ 8'i 

82.50- 87.499  . . .  9 

87.50- 92.499  .^ .  9'i 

92.50  and  over _  10 


By  the  Louisville  Milk  Distributors  As¬ 
sociation: 

26.  Amend  §  946.10,  Expense  of  admin¬ 
istration,  by  designating  the  present  par¬ 
agraph  as  (a)  and  adding  a  new  para¬ 
graph  thereto  as  follows: 

(b)  The  funds  so  collected  shall  be  im¬ 
pressed  with  a  trust  under  the  custody 
of  the  market  administrator  and  shall  be 
expended  in  accordance  with  applicable 
provisions  of  the  order  and,  at  least 
quarterly,  a  detailed  account  of  Income 
and  disbursements  shall  be  made  avail¬ 
able  to  the  regulated  handlers. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

27.  Delete  §  946.10  and  substitute 
therefor  the  following: 

§  946.10  Expense  of  administration. 
As  his  pro  rata  share  of  the  expense  of 
administration  hereof,  each  handler,  oh 
or  before  the  15th  day  after  the  end  of 
each  delivery  period,  shall  pay  to  the 
market  administrator  2  cents  per  hun¬ 
dredweight  or  such  lesser  amount  as  the 
Secretary  may  prescribe  with  respect  to 
all  milk  purchased  or  received  by  such 
handler,  during  such  delivery  period, 
from  producers,  including  that  received 
from  such  handler’s  own  farm  produc¬ 
tion,  and  all  milk,  skim  milk,  and  cream 
received  from  sources  other  than  pro¬ 
ducers  and  other  handlers  during  the 
delivery  period.  Each  cooperative  asso¬ 
ciation  which  is  a  handler  shall  pay  such 
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pro  rata  share  of  expense  on  only  that 
milk  of  producers  caused  to  be  delivered 
by  such  cooperative  association  to  a  plant 
from  which  no  milk  is  disposed  of  in  the 
marketing  area. 

General  proposals  by  the  Louisville 
Milk  Distributors  Association: 

28.  Amend  the  present  method  of  ac¬ 
counting  for  milk  by  substituting  there¬ 
for  in  each  of  the  sections,  subsections, 
and  classifications  the  appropriate  lan¬ 
guage  to  establish  for  the  Louisville  milk 
marketing  area  the  "skim-butterfat” 
ba.«!is  of  reporting  and  accounting  for 
utilization  in  each  class,  under  such 
terms  and  conditions  as  will  effectuate 
a  price  to  handlers  in  accordance  with 
specific  price  proposals  Incorporated  in 
the  foregoing  proposals  of  such  asso¬ 
ciation. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

29.  Make  such  other  changes  as  may  be 
required  to  make  the  entire  marketing 
agreement  or  order  conform  with  any 
amendments  thereto  ^hich  may  result 
from  this  hearing. 

Copies  of  this  notice  of  hearing  and 
of  the  tentatively  approved  marketing 
agreement  and  order,  now  in  effect,  ’may 
be  procured  from  the  market  adminis¬ 
trator.  1235  Starks  Building,  Louisville  2, 
Kentucky,  or  from  the  Hearing  Clerk, 
OflBce  of  the  Solicitor.  United  States  De¬ 
partment  of  Agriculture,  Room  0306, 
South  Building,  Washington  25,  D.  C., 
or  may  be  there  inspected. 

Dated:  March  31,  1947. 

[seal!  E.  a.  Meyer, 

Assistant  Administrator. 

|F.  R.  Doc.  47-3241;  Piled,  Apr.  3.  1947; 

8:45  a.  m.] 


17  CFR,  Part  9671 

[Docket  No.  AO-170-A2I 

Handling  of  Milk  in  La  Porte-St.  Joseph 
Counties,  Indiana.  Marketing  Area 

NOTICE  OF  HEARING  CN  PROPOSED  AMEND¬ 
MENTS  TO  TENTATIVELY  APPROVED  MARKET¬ 
ING  AGREEMENT 

Pursuant  to  the  Agricultural  Market¬ 
ing  Agreement  Act  of  1937,  as  amended 
(7  U.  S.  C.,  601  et  seq.),  and  in  accordance 
with  the  applicable  rules  of  practice  and 
procedure,  as  amended  (7  CFR,  Cum. 
Supp.,  900.1  et  seq.:  10  F.  R.  11791,  11 
F.  R.  7737, 12  F.  R.  1159>,  notice  is  hereby 
given  of  a  public  hearing  to  be  held  at  the 
Oliver  Hotel,  South  Bend,  Indiana,  begin¬ 
ning  at  10:00  a.  m.,  c.  s.  t.,  April  28,  1947, 
for  the  purpo.se  of  receiving  evidence  with 
resi>ect  to  proposed  amendments  to  the 
tentatively  approved  marketing  agree¬ 
ment  and  the  order  regulating  the  han¬ 
dling  of  milk  in  the  St.  Joseph  County, 
Indiana,  milk  marketing  area  (8  F.  R. 
8790).  These  proposed  amendments 
have  not  received  the  approval  of  the 
Secretary  of  Agriculture. 

The  following  amendments  have  been 
proposed : 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 


1.  Delete  the  provisions  of  §  967.1  and 
substitute  therefor  the  following: 

S  967.1  Definitions.  The  following 
terms  mean: 

(a)  "Act”  means  Public  Act  No.  10, 
73d  Congress,  as  amended  and  as  re¬ 
enacted  and  amended  by  the  Agricul¬ 
tural  Marketing  Agreement  Act  of  1937, 
as  amended  (7  U.  S.  C.,  601  et  seq.). 

(b)  “Secretary”  means  the  Secretary 
of  Agriculture  or  such  other  officer  or 
employee  of  the  United  States  authorized 
to  exercise  the  powers  or  to  perform  the 
duties  of  the  said  Secretary  of  Agricul¬ 
ture. 

(c)  “Department  of  Agriculture” 
means  the  United  States  Department  of 
Agriculture. 

(d)  “Person”  means  any  individual, 
partnership,  corporation,  association,  or 
any  other  business  unit. 

(e)  “Delivery  period”  means  the  cal¬ 
endar  month  or  the  total  portion  thereof 
during  which  this  order  is  in  effect. 

(f)  “Cooperative  Association”  means 
any  cooF>erative  association  of  producers 
which  the  Secretary  determines,  after 
application  by  the  association: 

(1)  To  be  qualified  under  the  pro¬ 
visions  of  the  act  of  Congress  of  Febru¬ 
ary  18,  1922.  as  amended,  known  as  the 
“Capper-Volstead  Act”;  and 

(2)  To  have  full  authority  in  the  sale 
of  milk  of  its  members  and  to  be  engaged 
in  making  collective  sales  or  marketing 
milk  or  its  products  for  its  members. 

(g)  “St.  Joseph-La  Porte  County. 
Indiana,  marketing  area,”  hereinafter 
called  the  “marketing  area,”  means  all 
territory  within  the  geographical  limits 
of  St.  Joseph  County,  Indiana,  except  the 
townships  of  Olive,  Liberty,  and  Lincoln; 
and  all  territory  within  the  geographical 
limits  of  La  Porte  County,  Indiana. 

(h)  “Approved  plant”  means  a  milk 
plant  which  is  approved  by  the  health 
authorities  of  the  municipalities  of  South 
Bend,  Mishawaka.  La  Porte,  or  Michigan 
City,  Indiana,  and  from  which  a  route 
is  operated  wholly  or  partially  within 
the  marketing  area. 

(i)  “Producer”  means  any  person,  hav¬ 
ing  certification  issued  by  the  applicable 
health  authority  in  the  marketing  area 
to  produce  milk  for  disposition  within  the 
marketing  area  in  the  form  of  fluid  milk, 
who  produces  milk  which  is  received  at 
an  approved  plant. 

(j)  "Producer  milk”  means  milk  pro¬ 
duced  by  one  or  more  producers  under 
the  conditions  set  forth  in  subdivision 
(i)  of  this  subparagraph. 

(k)  “Emergency  milk”  means  milk, 
skim  milk,  or  cream  received  from  sources 
other  than  producers  or  handlers  under 
an  emergency  permit  to  receive  such  milk, 
.ckim  milk,  or  cream  i.ssued  by  the  appro¬ 
priate  health  authority, 

(l)  “Route”  means  a  delivery  (includ¬ 
ing  at  a  plant  .^tore)  of  milk  or  milk 
drinks  whether  plain  or  flavored,  in  fluid 
form  to  a  wholesale  or  retail  stop(s) 
other  than  to  a  milk  processing  or  dis¬ 
tributing  planf(s). 

(m)  “Handler”  means  (1)  a  person 
who  operates  an  approved  plant,  or  (2) 
a  cooperative  association  with  respect  to: 
(i)  Milk  caused  by  it  to  be  delivered  from 
producers’  farms  U  a  »lant  or  plants 
described  in  subparagraph  (1)  of  this 


paragraph,  for  which  milk  such  associ¬ 
ation  is  authorized  to  receive  payment; 
or  (il)  milk  customarily  received  as  pro¬ 
ducer  milk  at  an  approved  plant  which 
is  diverted  by  such  association  on  its 
account  to  the  plant  of  a  nonhandler, 

(n)  “Nonhandler”  means  any  person 
other  than  a  handler  who  operates  a  milk 
processing  or  distributing  plant  which  is 
not  an  approved  plant. 

(o)  “Producer-handler”  means  any 
person  who  produces  milk,  but  receives 
no  milk  from  other  producers  and  oper¬ 
ates  an  approved  plant. 

By  the  Pure  Milk  Association: 

2.  Amend  §  967.1  (f)  to  read: 

(f)  “Producer”  means  any  person  who 
under  a  dairy  farm  inspection  report 
issued  by  the  health  authorities  of  either 
South  Bend  or  Mishawaka.  Indiana,  pro¬ 
duces  milk  which  is  received  at  an  ap¬ 
proved  plant:  Provided,  That  upon  the 
first  day  of  the  second  month  after  any 
such  report  is  revoked,  and  continuing 
for  not  more  than  three  (3)  months  dur¬ 
ing  such  revocation  any  milk  which  l.s 
received  from  such  producer  shall  be 
termed  degraded  milk.  After  such  three 

(3)  months,  milk  received  from  such 
producer  shall  be  coiisidercd  as  milk 
from  other  sources. 

3.  Amend  §  967.1  to  include: 

(k)  “Milk  from  other  sources”  mean.s 
milk,  .skim  milk,  or  cream  received  from 
sources  other  than  producers  or  handlers 
without  a  permit  issued  by  either  of  the 
health  authorities  referred  to  in  para¬ 
graph  (e)  of  thi.s'section. 

By  Reliable  Dairy  Company,  Inc., 
Producers  Dairy,  Inc.,  City  Dairy  Com¬ 
pany,  Inc.,  Suabedissen-Wittner  Dairy, 
Inc.,  National  Milk  Company,  Inc.,  Mish¬ 
awaka  Farmers  Dairy,  Inc.,  Best  Ever 
Dairy,  Inc.,  Fertile  Acres  Dairy,  Indiana 
Dairy  Company,  Debeck’s  Sanitary 
Dairy,  West  End  Dairy,  Riverside  Dairy 
Company,  South  Bend  Pure  Milk  Com¬ 
pany,  Cou.ssens  Dairy,  and  Oak  Ridge 
Dairy  and  Creamery,  hereinafter  re¬ 
ferred  to  as  the  Reliable  Dairy  Company. 
Inc.  et  al. 

4.  Delete  5  967.1  (c)  and  substitute 
therefor  the  following: 

(c)  “St.  Joseph  County,  Indiana,  mar¬ 
keting  area,”  hereinafter  called  the 
“marketing  area”  means  all  municipal 
corporations  and  unincorporated  terri¬ 
tory  with  the  geographical  limits  of  St. 
Joseph  County,  Indiana,  excepting  the 
townships  of  Olive.  Liberty,  and  Lincoln, 
and  all  of  the  territory  in  Bertrand  and 
Niles  Townships,  Berrien  County,  Michi¬ 
gan;  and  Milton  Township  and  Ontwa 
Township,  Cas.s  County.  Michigan,  ex¬ 
cepting  all  territory  within  the  corpora¬ 
tion  limits  of  Niles,  Michigan, 

5.  Delete  §  967.1  (e)  and  sub.stitute 
therefor  the  following: 

(e)  “Plant”  means  any  plant  which 
disposes  of  milk  in  the  marketing  area. 

6.  Delete  §  967.1  (f)  and  substitute 
therefore  the  following: 

(f)  “Producer”  means  any  person  who 
produces  milk  which  is  received  at  a 
plant. 
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7.  Delete  §  967.1  (j)  and  substitute 
therefor  the  following: 

(J)  “Supplementary  milk”  means  milk, 
skim  milk,  or  cream  received  from 
sources  other  than  producers  or 
handlers. 

8.  Amend  S  967.1  by  adding  a  new 
paragraph  (k)  as  follows: 

(k)  “Milk”  means  the  lacteal  secre¬ 
tion  obtained  by  the  milking  of  one  or 
more  cows,  whether  in  the  original  or 
in  any  processed  form,  including  cream, 
buttermilk,  and  skim  milk  Intended  for 
human  consumption. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

9.  Delete  the  provisions  of  §  967.2  and 
substitute  therefor  the  following: 

§  967.2  Market  administrator — (a) 
Designation.  The  agency  for  the  ad¬ 
ministration  hereof  shall  be  a  market 
administrator,  selected  by  the  Secretary, 
who  shall  be  entitled  to  such  compensa¬ 
tion  as  may  be  determined  by,  and  shall 
be  subject  to  removal  at  the  discretion 
of,  the  Secretary. 

(b>  Powers.  The  market  administra¬ 
tor  shall  have  the  following  powers  with 
respect  to  this  order: 

(l)  To  administer  its  terms  and  pro¬ 
visions; 

(2)  To  receive,  investigate,  and  re¬ 
port  to  the  Secretary  complaints  of 
violations; 

<3)  To  make  rules  and  regulations  to 
effectuate  its  terms  and  provisions;  and 

(4)  To  recommend  amendments  to 
the  Secretary. 

(c)  Duties.  The  market  administra¬ 
tor  shall  perform  all  duties  necessary 
to  administer  the  terms  and  provisions 
of  this  order,  including,  but  not  limited 
to,  the  following: 

(1)  Within  30  days  following  the  date 
on  which  he  enters  upon  his  duties,  or 
such  lesser  period  as  may  be  prescribed 
by  the  Secretary,  execute  and  deliver  to 
the  Secretary  a  bond,  effective  as  of  the 
date  on  which  he  enters  upon  such  duties 
and  conditioned  upon  the  faithful  per¬ 
formance  of  such  duties,  in  an  amount 
and  with  surety  thereon  satisfactory  to 
the  Secretary; 

(2)  Employ  and  fix  the  compensation 
of  such  persons  as  may  be  necessary  to 
enable  him  to  administer  its  terms  and 
provisions; 

(3)  Obtain,  in  an  amount  and  with 
surety  thereon  satisfactory  to  the  Sec¬ 
retary,  a  bond  covering  each  employee 
who  handles  funds  entrusted  to  the  mar¬ 
ket  administrator; 

(4)  Pay,  out  of  the  funds  provided  by 
§  967.9: 

(i)  The  cost  of  his  bond  and  of  the 
bonds  of  his  employees, 

(ii)  His  own  compensation,  and 

(iii)  All  other  expenses,  except  those 
Incurred  under  §  967.10,  necessarily  In¬ 
curred  by  him  in  the  maintenance  and 
functioning  of  his  oflQce  and  in  the  per¬ 
formance  of  his  duties; 

(5)  Keep  such  books  and  records  as 
will  clearly  reflect  the  transactions  pro¬ 
vided  for  herein,  and,  upon  request  by 
the  Secretary  surrender  the  same  to  such 
other  person  as  the  Secretary  may  desig¬ 
nate; 


(6)  Publicly  announce,  unless  other¬ 
wise  directed  by  the  Secretary,  by  posting 
in  a  conspicuous  place  in  his  office  and 
by  such  other  means  as  he  deems  appro¬ 
priate.  the  name  of  any  person  who  with¬ 
in  10  days  after  the  day  upon  which  he 
is  required  to  perform  such  acts,  has  not 
made  (i)  reports  pursuant  to  §  967.3,  or 
(il)  payments  pursuant  to  8  §  967.8, 
967.9,  967.10,  or  967.11; 

(7)  Submit  his  books  and  records  to 
examination  by  the  Secretary  and  fur¬ 
nish  such  Information  and  reports  as 
may  be  requested  by  the  Secretary; 

(8)  Audit  all  reports  and  payments 
by  each  handler  by  Inspection  of  such 
handler’s  records  and  of  the  records  of 
any  other  handler  or  person  upon  whose 
utilization  the  classification  of  skim 
milk  and  butterfat  for  such  handler  de¬ 
pends; 

«9)  Publicly  announce,  by  posting  in 
a  conspicuous  place  in  his  office  and  by 
such  other  means  as  he  deems  appro¬ 
priate,  the  price  determined  for  each 
delivery  period  as  follows: 

(1)  On  or  before  the  7th  day  after  the 
end  of  such  delivery  period,  the  mini¬ 
mum  class  prices  and  the  butterfat  dif¬ 
ferentials  for  each  class  pursuant  to 
§  967.5;  and 

(ii)  On  or  before  the  14th  day  after 
the  end  of  such  delivery  period,  the  uni¬ 
form  price  computed  pursuant  to  §  967.7 
and  the  butterfat  differential  computed 
pursuant  to  §  967.8;  and 

(10)  Prepare  and  disseminate  to  the 
public  such  statistics  and  information  as 
he  deems  advisable  and  as  do  not  reveal 
confidential  information. 

By  the  Dairy  Branch.  Production  and 
Marketing  Admini.stration: 

10.  Delete  the  provisions  of  §  967.3 
and  substitute  therefor  the  following: 

§  967.3  Reports,  records,  and  facili¬ 
ties — (a)  Delivery  period  reports  of  re¬ 
ceipts  and  utilization.  On  or  before  the 
9th  day  after  the  end  of  each  delivery  pe¬ 
riod  each  handler,  except  a  producer- 
handler,  shall  report  to  the  market 
administrator  in  the  detail  and  on  forms 
prescribed  by  the  market  administrator: 

(1)  The  quantities  of  butterfat  and 
quantities  of  skim  milk  contained  in  (or 
used  in  the  production  of)  all  receipts 
within  such  delivery  period  of  (i)  pro¬ 
ducer  milk,  (ii)  skim  milk  and  butterfat 
in  any  form  from  any  other  handler, 
(iii)  emergency  milk,  and  (iv)  other 
source  milk;  and  the  sources  thereof; 

(2)  The  utilization  of  all  receipts  re¬ 
quired  to  be  reported  under  subpara¬ 
graphs  (1)  and  (2)  of  this  paragraph; 
and 

(3)  Such  other  information  with  re¬ 
spect  to  all  such  receipts  and  utilization 
as  the  market  administrator  may  pre¬ 
scribe. 

(b)  Other  reports.  (1)  Each  pro¬ 
ducer-handler  shall  make  reports  to  the 
market  administrator  at  such  time  and 
In  such  manner  as  the  market  adminis¬ 
trator  may  prescribe. 

(2)  On  or  before  the  25th  day  after  the 
end  of  each  delivery  period  each  han¬ 
dler  shall  submit  to  the  market  adminis¬ 
trator  such  handler’s  producer  pay  roll 
for  the  preceding  delivery  period,  which 
shall  show  (i>  the  total  pounds  of  milk 


received  from  each  producer  and  the 
total  pounds  of  butterfat  contained  in 
such  milk,  (ii)  the  amount  of  payment  to 
each  producer  and  cooperative  associa¬ 
tion,  and  (iii)  the  nature  and  amount  of 
any  deductions  and  charges  involved  in 
the  payments  referred  to  in  subdivision 
(ii)  of  this  subparagraph. 

(c)  Records  and  facilities.  Each  han¬ 
dler  shall  maintain,  and  make  available 
to  the  market  administrator  or  to  his 
representative  during  the  usual  hours  of 
business,  such  accounts  and  records  of 
his  operations  and  such  facilities  as  are 
necessary  for  the  market  administrator 
to  verify  or  to  establish  the  correct  data 
with  respect  to  (1)  the  receipts  and  utili¬ 
zation,  in  whatever  form,  of  all  skim  milk 
and  butterfat  received,  including  milk 
products  received  and  disposed  of  in  the 
.same  form;  (2)  the  weights,  samples,  and 
tests  for  butterfat  and  for  other  content 
of  all  skim  milk  and  butterfat  handled; 
<3)  payments  to  producers  and  coopera¬ 
tive  associations;  and  (4)  the  pounds  of 
skim  milk  and  butterfat  contained  in  or 
represented  by  all  milk,  .skim  milk,  cream 
and  each  milk  product  on  hand  at  the 
beginning  and  at  the  end  of  each  delivery 
period. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

U.  Delete  the  provisions  of  §  967.4  and 
substitute  therefor  the  following: 

§  967.4  Classification — (a) Skim  milk 
and  butterfat  to  be  classified.  All  skim 
milk  and  butterfat,  in  any  form,  received 
within  the  delivery  period  by  a  handler, 
in  producer  milk,  in  emergency  milk,  in 
other  source  milk,  and  from  another  han¬ 
dler  shall  be  classified  by  the  market 
administrator  pursuant  to  the  following 
provisions  of  this  section, 

(b)  Classes  of  utilization.  Subject  to 
the  conditions  set  forth  in  paragraphs 
(d)  and  (e)  of  this  section,  the  skim 
milk  and  butterfat  described  in  para¬ 
graph  (a)  of  this  section  shall  be  cla.ssi- 
fied  by  the  market  administrator  on  the 
basis  of  the  following  classes: 

(1)  Class  I  milk  shall  be  all  skim  milk 
and  butterfat; 

(1)  Disposed  of  in  the  form  of  milk  or 
milk  drinks,  whether  plain  or  flavored, 
inclijding  bulk  milk  dispo.sed  of  to  baker¬ 
ies.  hotels,  restaurants,  and  other  retail 
food  establishments; 

(ii)  Not  specifically  accounted  for  as 
any  item  included  under  subdivLsion  (i) 
of  this  subparagraph  or  as  Class  II  milk, 
Cla.ss  III  milk,  or  Class  IV  milk, 

(2)  Class  II  milk  shall  be  all  skim  milk 
and  butterfat  u.sed  to  produce  (i)  cream 
or  as  any  mixture  of  cream  and  milk  or 
.skim  milk  (excluding  any  item  accounted 
for  under  subparagraph  (3)  (i)  of  thi.s 
paragraph)  containing  not  le.ss  than  6 
percent  of  butterfat,  or  (ii)  cottage 
chee.se. 

(3)  Cla.ss  m  milk  shall  be  all  skim 
milk  and  butterfat: 

(i)  Used  to  produce  frozen  cream,  ice 
cream,  chce.se  (except  cottage  cheese), 
or  ice  cream  mix;  or 

(li)  Used  to  produce  a  milk  product 
other  than  any  of  those  specified  in  .sub- 
paragraph  (1)  (i),  (2),  or  (4)  of  this 
paragraph. 

(4)  Cla.s.s  IV  milk  shall  be  all  skim 
milk  and  butterfat: 
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(i)  Used  to  produce  butter; 

(ii)  In  actual  plant  shrinkage  of  pro¬ 
ducer  milk  computed  pursuant  to  para¬ 
graph  (c)  of  this  section,  but  not  in  ex¬ 
cess  of  3  percent  thereof;  and 

(iii)  In  actual  plant  shrinkage  of 
emergency  milk  and  other  source  milk 
computed  pursuant  to  paragraph  (c)  of 
this  section. 

(c)  Shrinkage.  The  market  admin¬ 
istrator  shall  determine  the  shrinkage  of 
skim  milk  and  butterfat,  respectively,  in 
producer  milk  and  in  emergency  and 
other  source  milk  in  the  following 
manner: 

(1)  Compute  the  total  shrinkage  of 
skim  milk  and  butterfat,  respectively,  for 
each  handler;  and 

( 2 )  Prorate  the  total  shrinkage  of  skim 
milk  and  butterfat,  respectively,  com¬ 
puted  pursuant  to  subparagraph  (1)  of 
this  paragraph  .between  producer  milk 
and  emergency  and  other  source  milk 
after  deducting  receipts  from  other  han¬ 
dlers. 

(d»  Responsibility  of  handlers  and  re¬ 
classification  of  milk.  (1)  All  skim  milk 
and  butterfat  shall  be  Cla.ss  I  milk,  un¬ 
less  the  handler  who  first  receives  such 
skim  milk  or  butterfat  proves  to  the  mar¬ 
ket  administrator  that  such  skim  milk 
or  butterfat  should  be  classified  other¬ 
wise. 

(2*  Any  skim  milk  or  butterfat  classi¬ 
fied  (except  that  transferred  to  a  pro¬ 
ducer-handler)  in  one  class  shall  be  re¬ 
classified  if  used  or  reused  by  such  han¬ 
dler  or  by  another  handler  in  another 
class. 

(e)  Transfers.  Skim  milk  or  butterfat 
disposed  of  by  a  handler  either  by  trans¬ 
fer  or  diversion  shall  be  classified: 

(1)  As  Class  I  milk  if  transferred  or 
diverted  in  the  form  of  milk  or  skim  milk 
and  as  Class  II  milk  if  so  disposed  of  in 
the  form  of  cream  to  another  handler 
(except  a  producer-handler)  unless  utili¬ 
zation  in  another  cla.ss  is  mutually  indi¬ 
cated  in  writing  to  the  market  adminis¬ 
trator  by  both  handlers  on  or  before  the 
9th  day  after  the  end  of  the  delivery  pe¬ 
riod  within  which  such  transaction  oc¬ 
curred:  Provided.  That  skim  milk  or  but¬ 
terfat  so  as.signed  to  a  particular  class 
shall  be  limited  to  the  amount  thereof 
remaining  in  such  cla.ss  in  the  plant  of 
the  transferee-handler  after  the  subtrac¬ 
tion  of  plant  shrinkage  pursuant  to  para¬ 
graph  <g)  of  this  section,  and  any  excess 
of  such  .skim  milk  or  butterfat,  respec¬ 
tively,  shall  be  assigned  in  series  begin¬ 
ning  with  the  next  lowest -priced  avail¬ 
able  utilization; 

(2)  As  Class  I  milk  If  transferred  or 
diverted  to  a  producer-handler  in  the 
form  of  milk  or  skim  milk  and  as  Class 
II  milk  if  so  disposed  of  in  the  form  of 
cream; 

(3)  As  Cla.ss  I  milk  if  transferred  or 
diverted  in  the  form  of  milk  and  as  Class 
II  milk  if  .so  di.spased  of  in  the  form  of 
cream  to  a  nonhandler’s  plant  unless, 

(i)  the  handler  claims  another  class  on 
the  basis  of  utilization  mutually  indi¬ 
cated  in  writing  to  the  market  adminis¬ 
trator  by  both  the  buj’er  and  seller  on 
or  before  the  9th  day  after  the  end  of  the 
delivery  period  within  which  such  trans¬ 
action  occurred,  (ii)  the  buyer  maintains 
books  and  records  showing  the  utiliza¬ 


tion  of  all  skim  milk  and  butterfat  at  his 
plant  which  are  made  available  if  re¬ 
quested  by  the  market  administrator  for 
the  purpose  of  verification,  (iiii  such 
buyer’s  plant  had  actually  used  not  less 
than  an  equivalent  amount  of  skim  milk 
and  butterfat  in  the  use  indicated  in  such 
statement:  Provided,  That  if  upon  in¬ 
spection  of  his  records  such  buyer’s  plant 
had  not  actually  used  an  equivalent 
amount  of  skim  milk  and  butterfat  in 
such  indicated  use,  the  remaining  pounds 
shall  be  classified  on  the  basis  of  the  next 
highest -priced  available  use  in  accord¬ 
ance  with  the  classes  set  forth  in  para¬ 
graph  <b)  of  this  section; 

<f)  Computation  of  skim  milk  and  but¬ 
terfat  in  each  class.  Tor  each  delivery 
period,  the  market  administrator  shall 
correct  for  mathematical  and  for  other 
obvious  errors  the  delivery  period  report 
.submitted  by  each  handler  and  compute 
the  total  pounds  of  skim  milk  and  but¬ 
terfat,  respectively,  in  Class  I  milk.  Class 
II  milk,  and  Class  III  milk  and  Class  IV 
milk  for  such  handler. 

(g)  Allocation  of  skim  milk  and  but¬ 
terfat  classified.  (1)  The  pounds  of 

skim  milk  remaining  in  each  class  after 
making  the  following  computations  shall 
be  the  pounds  in  such  class  allocated  to 
producer  milk: 

(1)  Subtract  plant  shrinkage  of  skim 
milk  pursuant  to  paragraph  (b)  (4)  (ii) 
of  this  section  from  the  total  pounds  of 
skim  milk  in  Class  IV  milk; 

(ii)  Subtract  from  the  remaining 

pounds  of  skim  milk  in  each  class  the 
.skim  milk  received  from  other  handlers 
and  assigned  pursuant  to  (e)  of  this 
section; 

(iii)  Subtract  pro  rata  from  the 

pounds  of  skim  milk  remaining  in  each 
class  after  making  the  deduction  pursu¬ 
ant  to  subdivisions  (i)  and  (ii)  of  this 
subparagraph  the  pounds  of  skim  milk 
in  emergency  milk; 

(iv)  Subtract  from  the  remaining 

pounds  of  skim  milk  in  each  class  in 
series  beginning  with  the  lowest-priced 
available  use,  the  pounds  of  skim  milk 
contained  in  milk  other  than  from  pro¬ 
ducers,  handlers,  and  emergency  sources; 
and 

(V)  Add  to  the  remaining  pounds  of 
skim  milk  in  Class  IV  milk  the  pounds 
subtracted  pursuant  to  subdivision  (i)  of 
this  subparagraph;  or  if  the  remaining 
pounds  of  skim  milk  in  all  classes  exceed 
the  pounds  of  skim  milk  in  producer 
milk,  subtract  such  excess  from  the  re¬ 
maining  pounds  of  skim  milk  in  series 
begi.ining  with  the  lowest-priced  avail¬ 
able  use, 

(2)  Allocate  classified  butterfat  to 
prodU''er  milk  according  to  the  method 
prescribed  in  subparagraph  (1)  of  this 
paragraph  for  skim  milk. 

(3)  Determine  the  w'eighted  average 
butterfat  test  of  the  remaining  Class  I 
milk.  Class  II  milk.  Class  III  milk,  and 
Class  IV  milk  computed  pursuant  to  sub- 
paragraphs  (1)  and  (2)  of  this  para¬ 
graph. 

By  the  Pure  Milk  Association: 

12.  Amend  §  967.4  (b)  (1)  to  read: 

(1)  Class  I  milk  shall  be  all  milk  dis¬ 
posed  of  in  the  form  of  milk,  buttermilk 
or  milk  drinks,  whether  plain  or  flavored 
including  bulk  milk  disposed  of  to  bak¬ 


eries,  hotels,  restaurants  and  other  re¬ 
tail  food  establishments,  and  all  milk  not 
accounted  for  as  Class  II,  Class  III,  and 
Class  IV  milk. 

13.  Delete  the  provisions  of  §  967.4  (d) 
(7)  (ii)  and  (iii)  and  substitute  there¬ 
for  the  following: 

(U)  Subtract  from  the  lowest  class  in 
which  the  handler  has  milk,  the  total 
pounds  of  milk  which  were  received  from 
sources  other  than  producers  and  han¬ 
dlers; 

•  iii)  Subtract  pro  rata  from  the  re¬ 
maining  pounds  of  milk  in  each  class  the 
pounds  of  emergency  milk  received; 
emergency  cream  to  be  deducted  pro 
rata  from  Cla.ss  II,  Class  III,  and  Class 
IV  milk. 

By  Reliable  Dairy  Company.  Inc.,  et  al : 

14.  Delete  §  967.4  (b)  (1),  (2),  and 

(3)  and  sub.stitute  therefor  the  follow¬ 
ing: 

(b)  Classes  of  utilization.  Subject  to 
the  condition  set  forth  in  paragraph  (a) 
of  this  section,  the  classes  of  utilization 
of  milk  shall  be  as  follows: 

(1)  Class  I  milk  shall  be  all  milk  dis¬ 
posed  of  in  the  form  of  milk  or  milk 
drinks,  whether  plain  or  flavored,  haying 
a  butterfat  content  of  not  less  than  3.25 
percent,  and  all  milk  not  accounted  for 
as  Cla.ss  II  milk.  Class  III  milk,  and 
Class  IV  milk. 

(2)  Class  II  milk  shall  be  all  milk,  the 
butterfat  from  which  is  disposed  of  as 
sweet  or  sour  cream. 

(3)  Class  III  milk  shall  be  all  milk, 
the  butterfat  from  which  is  used  to  pro¬ 
duce  a  milk  product  other  than  one  of 
those  specified  in  Class  II  or  Class  IV 
and  including  frozen  cream,  ice  cream, 
cheese,  and  ice  cr(»m  mix,  and  any  milk 
sold  as  fluid  milk  and  cream  to  bakery, 
.soup,  or  candy  manufacturing  establish¬ 
ments. 

15.  Amend  §  967.4  (b)  by  adding  the 
following : 

(5)  Class  V  milk  shall  be  all  milk  in 
excess  of  the  actual  and  complete  re¬ 
quirements  of  each  plant  determined  as 
follows:  any  plant  whenever  they  shall 
notify  the  JPure  Milk  Association  or  the 
market  administrator  not  less  than  24 
hours  previous  to  dispose  of  all  milk 
above  the  actual  and  complete  require¬ 
ments,  and  .said  Pure  Milk  Association  or 
market  administrator  shall  fail  to  ac¬ 
cept  delivery  of  said  milk  or  to  dispose  of 
the  same  and  which  milk  the  handler 
takes  into  his  plant  on  account  of  their 
said  failure  to  accept  said  delivery  or  to 
dispose  of  said  milk. 

16.  Delete  §  967.4  (d)  (3)  and  substi¬ 
tute  therefor  the  following: 

(3)  Determine  the  total  pounds  of  milk 
in  Cla.ss  I  as  follows:  (i)  Convert  to 
quarts  the  quantity  of  milk  disposed  of  in 
the  form  containing  qot  less  than  3.25 
percent  butterfat  and  multiply  by  2.15 
and  convert  to  quarts  the  quantity  of 
flavored  milk  drinks  containing  not  le.ss 
than  3.25  percent  butterfat  and  multiply 
by  1.935  and  add  the  total  thus  received, 
(ii)  Multiply  the  result  by  its  average 
butterfat  test,  and  (iii)  If  the  quantity 
of  butterfat  so  computed  when  added  to 
the  pounds  of  butterfat  in  Class  II  milk, 
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Class  in  milk,  and  Class  TV  milk,  com¬ 
puted  pursuant  to  subparagraphs  (4) 
(ii),  and  6  (ii)  of  this  paragraph,  is  less 
than  the  total  pounds  of  butterfat  re¬ 
ceived,  computed  in  accordance  with 
subparagraph  (2)  of  this  paragraph,  an 
amount  equal  to  the  difference  shall  be 
divided  by  4  percent  and  shall  be  added 
to  the  quantity  of  milk  determined  pur¬ 
suant  to  subdivision  (i)  of  this  subpara¬ 
graph. 

17.  Delete  §  967.4  (d)  (7)  and  substi¬ 
tute  therefor  the  following: 

(7)  Determine  the  classification  of  milk 
received  from  producers  as  follows: 

(1)  Subtract  from  the  total  pounds  of 
milk  in  Class  IV  the  total  pounds  of  milk 
which  were  received  from  other  handlers; 

(ii)  Subtract  pro  rata  from  the  re¬ 
maining  pounds  of  milk  in  each  class  the 
pounds  of  supplementary  milk  received; 

(iii)  Except  as  set  forth  in  paragraph 

(e)  of  this  section,  the  result  shall  be 
known  as  the  "net  pool  milk"  in  each 
class. 

18.  Delete  5  967.4  (e)  (2)  and  substi¬ 
tute  therefor  the  following: 

(2)  If  the  total  utilization  of  milk  in 
the  various  classes  for-  any  handler,  as 
computed  pursuant  to  paragraph  (d)  of 
this  section,  is  greater  than  the  receipts 
of  milk  from  producers,  the  market  ad¬ 
ministrator  shall  decrease  the  total 
pounds  of  milk  in  Classes  IV,  III,  II.  and 
in  that  order  for  such  handler  only  to 
the  extent  tliat  such  handler  has  milk 
in  said  respective  class  by  an  amount 
equal  to  tne  difference  between  the  re¬ 
ceipts  of  milk  from  producers,  and  the 
total  utilization  of  milk  by  classes  for 
such  handler,  provided  that  from  Class 
IV  first  shall  be  deducted  the  allowable 
plant  shrinkage,  which  result  shall  be 
known  as  "net  pool  milk"  in  each  class. 

•  By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

19.  Delete  §  967.5  and  substitute  there¬ 
for  the  following: 

§  967.5  Minimum  prices — (a)  Basic 
formula  price  to  be  used  in  determining 
class  prices.  The  basic  formula  price  per 
hundredweight  of  milk  to  be  used  in  de¬ 
termining  the  class  prices  provided  by 
this  section  shall  be  the  highest  of  the 
prices  per  hundredweight  for  milk  of  3.5 
percent  butterfat  content  determfned  by 
the  market  administrator  pursuant  to 
subparagraphs  (1),  (2),  or  (3)  of  this 
paragraph,  computed  to  the  nearest 
tenth  of  a  cent. 

(1)  The  average  of  the  basic  (or  field) 
prices  per  hundredweight  reported  to 
have  been  paid,  or  to  be  paid,  for  milk 
of  3.5  percent  butterfat  content  received 
from  farmers  during  the  delivery  period 
at  the  following  plants  or  places  for 
which  prices  have  been  reported  to  the 
market  administrator  or  to  the  Depart¬ 
ment  of  Agriculture: 

Present  Operator  and  Location 

Goshen  Milk  Condensing  Co.,  Goshen,  Ind. 

Litchfield  Creamery  Co.,  Warsaw,  Ind. 

New  Paris  Creamery  Co.,  New  Paris,  Ind. 

Provided,  That  if  one  of  the  above  com¬ 
panies  fails  to  report  the  price  for  milk 
so  received,  the  average  of  the  basic  (or 


field)  prices  per  hundredweight  reported 
to  have  been  paid,  or  to  be  paid,  for  milk 
of  3.5  percent  butterfat  content  received 
from  farmers  during  the  delivery  period 
at  the  following  plants  or  places  for 
which  prices  have  been  reported  to  the 
market  administrator  or  the  Department 
of  Agriculture  shall  be  used: 

Present  Operator  and  Location 

Borden  Co.,  Black  Creek,  Wls, 

Borden  Co.,  Greenville,  Wls. 

Borden  Co.,  Mt.  Pleasant,  Mich. 

Borden  Co.,  New  London,  Wls. 

Borden  Co.,  Orfordvllle,  Wls. 

Carnation  Co.,  Berlin,  Wls.  ' 

Carnation  Co.,  Jefferson,  Wls. 

Carnation  Co.,  CbUton,  Wis. 

Carnation  Co.,  Oconomowoc,  Wls. 

Carnation  Co.,  Richland,  Wis. 

Carnation  Co.,  Sparta,  Mich. 

Pet  Milk  Co.,  Belleville,  Wls. 

Pet  Milk  Co.,  Coopersvllle,  Mich. 

Pet  Milk  Co.,  Hudson,  Mich. 

Pet  Milk  Co.,  New  Olarus,  Wis. 

Pet  Milk  Co.,  Wayland,  Mich. 

White  House  Milk  Co.,  Manitowoc,  Wis, 

White  House  Milk  Co.,  West  Bend,  Wls. 

(2)  The  price  per  hundredweight 
computed  as  follows: 

(i)  Multiply  by  six  the  average  dally 
wholesale  price  per  pound  of  92-score 
butter  in  the  Chicago  market  as  reported 
by  the  Department  of  Agriculture  during 
the  delivery  period; 

(ii)  Add  an  amount  equal  to  2.4  times 
the  average  weekly  prevailing  price  per 
pound  of  "Twins"  during  the  delivery 
period  on  the  Wisconsin  Cheese  Ex¬ 
change  at  Plymouth,  Wi.«consin:  Pro¬ 
vided,  That  if  the  price  of  "Twins"  is  not 
quoted  on  the  Wisconsin  Cheese  Ex¬ 
change  the  weekly  prevailing  price  per 
pound  of  "Cheddars"  shall  be  used;  and 

(iii)  Divide  by  seven,  add  30  percent 
thereof,  and  then  multiply  by  3.5. 

(3)  The  price  per  hundredweight 
computed  by  adding  together  the  values 
pursuant  to  subdivisions  (i)  and  (ii)  of 
this  subparagraph: 

(i)  Multiply  by  3.5  the  average  daily 
wholesale  price  per  pound  of  92-score 
butter  in  the  Chicago  market,  as  re¬ 
ported  by  the  Department  of  Agricul¬ 
ture  during  the  delivery  period,  add  20 
percent;  and 

(ii)  Add  or  subtract  3.5  cents  per 
hundredweight  for  each  full  one-half 
cent  that  the  arithmetical  average  of  the 
carlot  prices  per  pound  for  nonfat  dry 
milk  solids  (not  including  that  specifi¬ 
cally  designated  animal  feed)  spray  and 
roller  process,  f.  o.  b.  manufacturing 
plants  in  the  Chicago  area  as  published 
by  the  Department  of  Agriculture  during 
the  delivery  period,  is  above  or  below  5.5 
cents,  except  that  if  such  agency  does 
not  publish  such  prices  f.  o.  b,  manu¬ 
facturing  plants,  tiiere  .shall  be  used  for 
the  purpose  of  this  computation  the 
arithmetical  average  of  the  carlot  prices 
thereof,  delivered  at  Chicago,  Illinois,  as 
published  weekly  by  such  agency  during 
the  delivery  period;  and  in  the  latter 
event  the  figure  "7.5"  shall  be  substi¬ 
tuted  for  "5.5"  in  the  above  formula. 

(b)  Class  I  milk  prices.  Subject  to 
the  provisions  of  paragraphs  (f)  and  (g) 
'of  this  section,  the  minimum  price  per 
hundredweight,  on  a  3.5  percent  butter¬ 
fat  content  basis,  to  be  paid  by  each  han¬ 
dler,  at  his  plant,  for  producer  milk  re¬ 


ceived  and  classified  as  Class  I  milk,  shall 
be  the  basic  formula  price  determined 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion,  plus  65  cents. 

(c)  Class  II  milk  prices.  Subject  to 
the  provisions  of  paragraphs  (f)  and 
(g)  of  this  section,  the  minimum  price 
per  hundredw^ght,  on  a  3.5  percent  but¬ 
terfat  content  basis,  to  be  paid  by  each 
handler,  at  his  plant,  for  producer  milk 
received  and  classified  as  Class  II  milk, 
shall  be  the  basic  formula  price  deter¬ 
mined  pursuant  to  paragraph  (a)  of  this 
section,  plus  40  cents. 

(d)  Class  III  milk  prices.  Subject  to 
the  provisions  of  paragraphs  (f)  and  (g) 
of  this  section,  the  minimum  price  per 
hundredweight,  on  a  3.5  percent  butter¬ 
fat  content  basis,  to  be  paid  by  each  han¬ 
dler,  at  his  plant,  for  producer  milk  re¬ 
ceived  and  classified  as  Cla.ss  III  milk, 
shall  be  the  same  as  the  basic  formula 
price. 

(e)  Class  IV  milk  prices.  Subject  to 
the  provisions  of  paragraphs  (f)  and  (g) 
of  this  section  the  minimum  price  per 
hundredweight,  on  a  3.5  pc;rcent  butter¬ 
fat  content  basis,  to  be  paid  by  each  han¬ 
dler,  at  his  plant,  for  producer  milk  re¬ 
ceived  and  classified  as  Cla.ss  IV  milk, 
shall  be  the  price  determined  pursuant  to 
paragraph  (a)  (3)  of  this  section. 

(f)  Butterfat  differentials  to  handlers. 
If  for  any  handler,  the  weighted  average 
butterfat  test  of  his  classified  producer 
milk  is  more  or  less  than  3.5  percent, 
there  shall  be  added  to  or  subtracted 
from,  as  the  case  may  be,  the  price  for 
such  class,  for  each  one-tenth  of  one  per¬ 
cent  that  such  weighted  average  butter¬ 
fat  test  is  above  or  below  3.5  percent,  a 
butterfat  differential  (computed  to  the 
nearest  tenth  of  a  cent)  calculated  by  the 
market  administrator  by  multiplying  the 
average  daily  wholesale  price  per  pound 
of  92-score  butter  In  the  Chicago  market 
as  reported  by  the  Department  of  Agri¬ 
culture  during  the  delivery  period  by  the 
following  factors  for  each  class  respec¬ 
tively  and  divide  the  result  by  10: 

Class  I  milk — 1.35. 

Class  II  milk— 1.30. 

Class  III  milk — 1.25. 

Class  IV  milk— 1.20. 

(g)  Emergency  price  provisions. 
Whenever  the  provisions  hereof  require 
the  market  administrator  to  use  a  spe¬ 
cific  price  (or  prices)  for  milk  or  any 
milk  product  for  the  purpose  of  deter¬ 
mining  cla.ss  prices  or  for  any  other  pur¬ 
pose,  the  market  administrator  shall  add 
to  the  specified  price  the  amount  of  any 
subsidy  or  other  similar  payment  being 
made  by  any  Federal  agency  in  connec¬ 
tion  W’ith  the  milk,  or  product,  a.s.scciated 
with  the  price  specified:  Provided,  That  if 
for  any  reason  the  price  specified  is  not 
reported  or  published  a-s  indicated,  the 
market  administrator  shall  u.se  the  ap¬ 
plicable  maximum  uniform  price  estab¬ 
lished  by  regulations  of  any  Federal 
agency  plus  the  amount  of  any  subsidy  or 
other  similar  payment:  Provided  further. 
That  if  the  specified  price  is  not  reported 
or  published  and  there  is  no  applicable 
maximum  uniform  price,  or  if  the  .speci¬ 
fied  price  is  not  reported  or  published 
and  the  Secretary  determines  that  the 
market  price  is  below  the  applicable  max¬ 
imum  uniform  price,  the  market  admin- 
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Istrator  shall  use  a  price  determined  by 
the  Secretary  to  be  equivalent  to  or  com¬ 
parable  with  the  price  specified. 

By  the  Pure  Milk  Association: 

20.  Amend  §  967.5  (a)  (1),  (2),  and 
(3)  to  read: 

(1)  Class  I  milk.  The  price  per  hun¬ 
dredweight  for  Class  I  milk  shall  be  the 
price  determined  pursuant  to  paragraph 

(b)  of  this  section,  plus: 


For  the  delivery  periods  of: 

January  through  April _ $0. 70 

May  and  June _  .60 

July  and  August _  .  70 

September  through  December -  1.00 


(2)  Class  II  milk.  Tlie  price  per  hun¬ 
dredweight  for  Class  II  milk  shall  be  the 
price  determined  pursuant  to  paragraph 
(b>  of  this  section,  plus: 


For  th3  delivery  periods  of: 

January  through  August _ $0. 37 

September  through  December _  .  68 


(3 »  Class  III  milk.  The  price  per  hun¬ 
dredweight  for  Class  III  milk  shall  be 
the  average  as  computed  by  the  market 
administrator  of  the  prices  ascertained 
to  have  been  paid  for  milk  of  4  percent 
butterfat  content  received  during  the 
delivery  period  at: 

Goshen  Milk  Condensing  Co.,  Goshen,  Ind.; 

Litchfield  Creamery  Co.,  Warsaw,  Ind.;  and 

New  Pans  Creamery  Co.,  New  Paris,  Ind.; 

or  the  average  price  as  computed  by  the 
market  administrator  for  milk  of  4  per¬ 
cent  butterfat  content  received  during 
the  delivery  period  at  the  following 
places,  i.  e.. 

Burden  Co.,  Black  Creek.  Wis, 

Borden  Co.,  Greenville,  Wis. 

Borden  Co.,  Mt.  Pleasant,  Mich. 

Borden  Co.,  New  London.  Wis. 

Borden  Co.,  Orfordvtlle,  Wis. 

Carnation  Co.,  Berlin,  Wis. 

Carnation  Co.,  Jefferson,  Wis. 

Carnation  Co.,  Chilton,  Wis. 

Carnation  Co.,  Oconomowoc,  Wis. 

Carnation  Co.,  Richland,  Wis. 

Carnation  Co..  Sparta,  Mich. 

Pet  Milk  Co.,  Belleville,  Wis. 

Pet  Milk  Co.,  Coopersville,  Mich. 

Pet  Milk  Co.,  Hudson,  Mich. 

Pet  Milk  Co.,  New  Glarus,  Wis. 

Pet  Milk  Co.,  Wayland,  Mich. 

White  House  Milk  Co..  Manitowoc,  Wis. 

White  House  Milk  Co.,  West  Bend,  Wis, 

or  the  price  computed  under  subpara¬ 
graph  (4)  of  this  paragraph,  whichever 
is  the  highest. 

21,  Delete  from  §  967.5  (a)  (4)  the 
figure  “3 ‘2”  and  substitute  therefor 
“3^4";  the  figures  “5*2”  and  substitute 
therefor  “5";  and  the  figure  “7*2”  and 
sub.stitute  therefor  “6*2.” 

By  Reliable  Dairy  Company,  Jnc., 
et  al.: 

22.  Etelete  §  967.5  ta>  (3)  and-substi- 
tute  therefor  the  following: 

(3)  The  price  per  hundredweight  for 
Cla.ss  III  milk  shall  be  the  average,  as 
computed  by  the  market  administrator, 
of  the  basic  (or  field)  prices  ascertained 
to  have  been  paid  for  milk  of  4  percent 
butterfat  content  received  during  the  de¬ 
livery  period  at  the  following  places  for 
which  prices  are  reported  to  the  market 
administrator  by  the  three  listed  com¬ 
panies  or  by  the  United  States  Depart¬ 
ment  of  Agriculture  (or  by  such  other 
Federal  agency  as  may  hereafter  be  au¬ 


thorized  to  perform  this  price  reporting 
function) : 

Concern  and  Location 

Goshen  Milk  Condensing  Co.,  Goshen,  Ind. 

Litchfield  Creamery  Co.,  Warsaw,  Ind. 

New  Paris  Creamery  Co.,  New  Paris,  Ind. 

Provided,  That  if  any  one  of  the  above 
companies  fails  to  report  the  price  of 
milk  so  received,  the  price  per  hundred¬ 
weight  for  Class  III  milk  shall  be  the  av¬ 
erage,  as  computed  by  the  market  ad¬ 
ministrator  ascertained  to  have  been 
paid  by  any  two  of  the  above-named 
companies. 

23.  Amend  §  967.5  (a)  by  adding  a  new 
subparagraph  as  follows: 

(5)  Class  V  milk.  The  price  of  Class 
V  milk  shall  be  the  net  price  actually 
received  less  20  cents  per  hundredweight, 
as  and  for  a  handling  charge,  f.  o.  b.  the 
liandler's  plant. 

24.  Delete  §  967.5  (b). 

25.  Delete  §  967.5  (d>. 

26.  Amend  §  967.5  by  adding  a  new 
paragraph  (e)  as  follows: 

(e)  Sales  outside  the  marketing  area. 
The  price  to  be  paid  by  a  handler  for 
milk  disposed  of  outside  the  marketing 
area,  in'  lieu  of  the  price  otherwise  ap¬ 
plicable  pursuant  to  this  section  shall  be 
the  price,  as  ascertained  by  the  market 
administrator,  which  is  being  paid  for 
milk  of  equivalent  use  in  the  market 
where  such  milk  is  disposed  of. 

27.  Amend  §  967.5  by  adding  a  new 
paragraph  (f)  as  follows: 

(f)  Degraded  milk.  Whenever  the 
duly  constituted  authorities  find  that  any 
producer  is  not  producing  the  highest 
quality  milk  for  sale  in  accordance  with 
regulations  for  the  sale  of  fluid  milk  in 
the  marketing  area,  or  any  part  thereof, 
then  said  producer  shall  be  paid  a  sum 
as  herein  provided  less  20  cents  per  hun¬ 
dredweight  so  long  as  he  is  not  produc¬ 
ing  milk  in  said  highest  quality. 

By  the  Dairy  Branch.  Production  and 
Marketing  Admini.stration: 

28.  Delete  the  provisions  of  §  967.6  and 
substitute  therefor  the  following: 

§  967.6  Application  of  provisions — 

(a)  Payment  for  milk  received  from 
sources  determined  as  other  than  pro¬ 
ducers  or  other  handlers.  If  any  hand¬ 
ler  uses  skim  milk  and  butterfat  from 
sources  other  than  producers  or  other 
handlers,  such  handler  shall  pay  pro¬ 
ducers,  through  the  producer  settlement 
fund,  the  difference  between  the  value  of 
such  skim  milk  and  butterfat  at  the 
Class  IV  price  and  the  value  of  such  milk 
in  accordance  with  its  classification  pur¬ 
suant  to  §  967,4  (g).  * 

(b)  Exempt  milk.  Milk  received  by  a 
handler  the  handling  of  which  the  Sec¬ 
retary  determines  to  be  subject  to  the 
pricing  and  payment  provisions  of  any 
other  Federal  milk  marketing  agreement 
or  order  issued  pursuant  to  the  act  for 
any  fluid  milk  marketing  area  shall  not 
be  subject  to  the  pricing  and  payment 
provisions  of  this  section. 

(c)  Diverted  milk.  Producer  milk  di¬ 
verted  from  a  handler’s  plant  to  a  non- 
handlei’s  plant  shall  be  deemed  to  have 


been  received  by  the  handler  on  whose 
account  such  milk  was  diverted. 

(d)  Producer-handler.  Sections  967  4. 
967.5,  967.7.  967.8,  967.9,  and  967.10  shall 
not  apply  to  a  producer-handler  in  his 
capacity  as  a  handler. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

29.  Delete  the  provisions  of  §  967.7 
and  substitute  therefor  the  following: 

§  967.7  Determination  of  uniform 
prices — (a)  Computation  of  value  of 
milk.  Subject  to  the  provisions  of  §  967.6 
(a),  the  value  of  producer  milk  received 
during  each  delivery  period  by  each 
handler  shall  be  a  sum  of  money  com¬ 
puted  by  the  market  administrator  by 
multiplying  the  pounds  of  such  milk  in 
each  class  for  the  delivery  period,  by  the 
applicable  class  prices,  and  adding  to¬ 
gether  the  resulting  amounts:  Provided, 
That  if  a  handler,  after  subtracting 
other  source  milk,  emergency  milk,  and 
receipts  from  other  handlers,  has  dis¬ 
posed  of  skim  milk  or  butterfat  in  ex¬ 
cess  of  the  skim  milk  or  butterfat  which, 
on  the  basis  of  his  report  for  tne  de¬ 
livery  period  pursuant  to  §  967.3  (a) ,  has 
been  credited  to  producers  as  having 
been  received  from  them,  there  shall  be 
added  an  amount  computed  by  multiply¬ 
ing  the  pounds  in  each  class  as  sub¬ 
tracted  pursuant  to  §  967.4  (g)  (1)  (v) 
and  (2)  by  the  applicable  class  prices. 

(b)  Computation  of  uniform  price. 
For  each  delivery  period,  the  market  ad¬ 
ministrator  shall  compute  the  “uniform 
price”  per  hundredweight  for  milk  of  3.5 
percent  butterfat  content  received  from 
producers  as  follows: 

(1)  Combine  into  one  total  the  values 
computed  pur.suant  to  paragraph  (a)  of 
this  section  for  all  handlers  who  made 
the  reports  prescribed  by  §  967.3 ;  except 
those  in  default  of  the  payments  pre¬ 
scribed  in  §  967.8  (a)  for  the  preceding 
delivery  period: 

(2)  Add  an  amount  representing  the 
cash  balance  on  hand  in  the  producer- 
settlement  fund,  less  the  total  amount 
of  contingent  obligations  to  handlers 
pursuant  to  §  967.8  (e) ; 

(3)  Subtract,  if  the  weighted  average 
butterfat  test  of  producer  milk  repre¬ 
sented  by  the  values  included  under  sub- 
paragraph  (1)  of  this  paragraph  is 
greater  than  3.5  percent,  or  add,  if  such 
butterfat  test  is  less  than  3.5  percent, 
an  amount  computed  by:  Multiplying  the 
amount  by  which  its  weighted  average 
butterfat  test  varies  from  3.5  percent  by 
the  butterfat  differential  computed  pur¬ 
suant  to  §  967.8  (b),  and  multiplying  the 
re.sulting  figure  by  the  total  hundred¬ 
weight  of  such  milk; 

(4)  Divide  the  resulting  amount  by 
the  total  hundredweight  of  producer 
milk  represented  by  the  values  included 
in  subparagraph  (1)  of  this  paragraph: 
and 

<5)  Subtract  not  less  than  4  cents  nor 
more  than  5  cents  (adjusting  to  the  near¬ 
est  one-tenth  cent)  from  the  amount 
per  hundredweight  computed  under  sub- 
paragraph  (4)  of  this  paragraph. 

(c)  Notification  of  handlers.  On  or 
before  the  15th  day  after  the  end  of 
each  delivery  period,  the  market  admin¬ 
istrator  shall  mall  to  each  handler  at  his 
last  known  address,  a  statement  showing 
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(1)  the  amount  and  value  of  his  milk  in 
each  class  and  the  totals  thereof;  (2)  the 
applicable  minimum  class  prices  and  uni¬ 
form  prices;  (3)  the  amount  due  such 
handler  or  the  amount  to  be  paid  by  such 
handler,  as  the  case  may  be,  pursuant  to 
5  967.8  (d)  and  (e) ;  and  (4)  the  amount 
to  be  paid  by  each  handler  pursuant  to 
§8  967.8  (a),  967.9,  and  967.10. 

By  the  Pure  Milk  Association: 

30.  Amend  §  967.7  (b)  by  adding 

thereto: 

9 

(5)  add  20  cents  per  hundredweight  on 
all  degraded  milk. 

By  Reliable  Dairy  Company,  Inc.,  et  al. 

31.  Delete  5  967.7  (b)  (1)  and  substi¬ 
tute  therefor  the  following: 

(1)  Combine  Into  one  total  the  net 
pool  obligations  of  all  handlers,  com¬ 
puted  pursuant  to  paragraph  (a)  of  this 
section,  who  made  the  reports  pursuant 
to  §  967.3  (a)  (1)  for  such  delivery  period 
and  the  payments  required  by  §  967.8  (d) 
for  the  delivery  period  immediately  pre¬ 
ceding;  subtract  for  each  of  the  delivery 
periods  of  April,  May,  June  and  an 
amount  representing  25  cents  per  hun¬ 
dredweight  of  milk  received  from  pro¬ 
ducers  by  the  handlers  whose  milk  values 
are  included  in  this  paragraph. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration; 

32.  Delete  §  967.8  and  substitute  there¬ 
for  the  following: 

§  967.8  Paj/menf  /or  milk — (a)  Time 
and  method  of  final  payment.  Each 
handler  shall  make  payments  as  follows: 

(1)  On  or  before  the  19th  day  after 
the  end  of  each  delivery  period,  to  each 
producer,  except  producers  for  whom 
payment  is  received  from  the  handler  by 
a  cooperative  association  pursuant  to 
subparagraph  (2)  of  this  paragraph,  at 
not  less  than  the  uniform  price  for  such 
delivery  period  pursuant  to  5  967.7  (b) 
adjusted  by  the  producer  butterfat  dif¬ 
ferential  pursuant  to  paragraph  (b)  of 
this  section,  for  all  milk  received  from 
such  producer  during  such  delivery 
period:  Provided,  That  if  by  such  date 
such  handler  has  not  received  full  pay¬ 
ment  for  such  delivery  period  pursuant 
to  paragraph  (e)  of  this  section,  he  may 
reduce  such  payments  uniformly  per 
hundredweight  for  all  producers  by  an 
amount  not  in  excess  of  the  per  hundred¬ 
weight  reduction  in  payment  from  the 
market  administrator;  however,  the 
handler  shall  make  such  balance  of  pay¬ 
ment  to  those  producers  to  whom  it  is 
due  on  or  before  the  date  for  making 
payments  pursuant  to  this  paragraph 
next  following  that  on  which  such 
balance  of  payment  is  received  from  the 
market  administrator. 

(2)  On  or  before  the  I6th  day  after 
the  end  of  each  delivery  period,  to  a  co¬ 
operative  association  with  respect  to  milk 
caused  to  be  delivered  from  producers’ 
farms  to  such  handler  by  such  associa¬ 
tion  during  such  delivery  period,  not  less 
than  the  value  df  such  milk  computed 
at  the  minimum  class  prices  provided  by 
5  967.5.  For  the  purpose  of  determining 
the  classification  of  milk  caused  to  be  so 
delivered  by  a  cooperative  association  to 
a  handler,  such  milk  shall  be  ratably  ap- 
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portioned  among  the  receiving  handler’s 
total  Class  I  milk.  Class  II  milk.  Class  III 
milk,  and  Class  TV  milk  as  determined 
pursuant  to  §  967.4  (g). 

(b)  Producer  butterfat  differential.  In 
making  payments  pursuant  to  paragraph 
(a)  (1)  of  this  section  there  shall  be 
added  to,  or  subtracted  from,  the  uni¬ 
form  price  for  milk  of  3.5  percent  but¬ 
terfat  content,  for  each  one-tenth  of 
one  percent  of  butterfat  content  in  such 
producer  milk  above  or  below  3.5  percent, 
as  the  case  may  be,  an  amount  computed 
by  multiplying  the  average  daily  whole¬ 
sale  price  per  pound  of  92-score  butter 
at  Chicago,  as  reported  by  the  Depart¬ 
ment  of  Agriculture  for  the  delivery  pe¬ 
riod.  by  1.20,  dividing  by  10,  and  round¬ 
ing  to  the  nearest  tenth  of  a  cent. 

(c)  Producer-settlement  fund.  The 
market  administrator  shall  establish  and 
maintain  a  separate  fund  known  as  the 
“producer-settlement  fund’’  into  which 
he  shall  deposit  all  payments  made  by 
handlers  pursuant  to  paragraph  (d)  of 
this  section  and  out  of  which  he  shall 
make  all  payments  to  handlers  pursuant 
to  paragraph  (e)  of  this  section. 

(d)  Payments  to  the  producer-settle¬ 
ment  fund.  On  or  before  the  17th  day 
after  the  end  of  each  delivery  period, 
each  handler  shall  pay  to  the  market  ad¬ 
ministrator  the  amount  by  which  the 
utilization  value  of  producer  milk  re¬ 
ceived  by  such  handler  during  such  de¬ 
livery  period  is  greater  than  thb  value 
of  such  milk  computed  at  the  uniform 
price  pursuant  to  §  S67.7  (b)  adjusted  by 
the  butterfat  differential  provided  by 
paragraph  (c)  of  this  section:  Provided. 
That  with  respect  to  milk  for  which  pay¬ 
ment  Is  made  by  a  handler  to  a  coopera¬ 
tive  association  pursuant  to  paragraph 
(a)  (2)  of  this  section,  the  association, 
In  turn,  shall  pay  to  the  market  admin¬ 
istrator,  on  or  before  the  17th  day  after 
the  end  of  each  delivery  period,  the 
amount  by  which  the  utilization  value  of 
such  milk  is  greater  than  its  value  com¬ 
puted  at  the  uniform  price  pursuant  to 
5  967.7  (b)  adjusted  by  the  butterfat  dif¬ 
ferential  provided  by  paragraph  (b)  of 
this  section. 

(e)  Payments  out  of  the  producer - 
settlement  fund.  On  or  before  the  18th 
day  after  the  end  of  each  delivery  pe¬ 
riod.  the  market  administrator  shall  pay 
to  each  handler  the  amount  by  which 
the  utilization  value  of  producer  milk 
received  by  such  handler  during  such 
delivery  period  is  less  than  the  value  of 
such  milk  computed  at  the  uniform  price 
pursuant  to  §  967.7  (b)  adjusted  by  the 
butterfat  differential  provided  by  para¬ 
graph^  (b)  of  this  section,  less  any 
unpaid  obligations  of  such  handler  to 
the  market  administrator  pursuant  to 
paragraph  (d)  of  this  section,  §§  967.9, 
967.10,  and  967.11:  Provided.  'That  with 
respect  to  milk  for  which  payment  is 
made  by  a  handler  to  a  cooperative  as¬ 
sociation  pursuant  to  paragraph  (a)  (2) 
of  this  section,  the  market  administrator 
shall  pay,  on  or  before  the  18th  day 
after  the  end  of  each  delivery  period,  to 
such  association  the  amount  by  which* 
the  utilization  value  of  such  milk  is  less 
than  its  value  computed  at  the  uniform 
price  pursuant  to  5  967.7  (b)  adjusted  by 
the  butterfat  differential  provided  by 
paragraph  (b)  of  this  section:  And  pro¬ 


vided  further.  That  if  the  balance  in  the 
producer-settlement  fund  is  insufficient 
to  make  all  payments  pursuant  to  this 
paragraph,  the  market  administrator 
shall  reduce  uniformly  such  payments 
and  shall  complete  such  payments  as 
soon  as  the  nece.ssary  funds  are  avail¬ 
able. 

By  the  Pure  Milk  Association: 

33.  Delete  the  period  at  the  end  of 
§  967.8  (a)  and  add  thereto  the  follow¬ 
ing:  “less  20  cents  per  hundredweight 
on  all  degraded  milk.’’ 

By  Reliable  Dairy  Company,  Inc.,  et  al : 

34.  Delete  §  967.8  (e)  and  substitute 
therefor  the  following: 

(e)  Payments  out  of  the  producer-set¬ 
tlement  fund.  (1)  On  or  before  the  18th 
day  after  the  end  of  each  delivery  period, 
the  market  administrator  shall  pay  to 
each  handler  the  pool  credit  balance 
shown  on  the  account  rendered  pursuant 
to  paragraph  (c)  of  this  section  for  such 
delivery  period,  less  any  unpaid  obliga¬ 
tion  of  the  handler.  If  at  such  time  the 
balance  in  the  producer-settlement  fund 
is  insufiBcient  to  make  all  payments  pur¬ 
suant  to  this ’paragraph,  the  market  ad¬ 
ministrator  shall  reduce  uniformly  such 
payments,  and  shall  complete  such  pay¬ 
ments  as  soon  as  the  necessary  funds  are 
available.  No  handler  who,  on  the  18th 
day  after  the  end  of  each  delivery  period, 
has  not  received  the  balance  of  the  pay¬ 
ment  due  him  from  the  market  adminis¬ 
trator  shall  be  deemed  to  be  in  violation 
of  paragraph  (a)  of  this  section  if  he 
reduces  his  total  payments  uniformly  to 
all  producers  by  not  more  than  the 
amount  of  the  reduction  in  payment 
from  the  producer-settlement  fund. 

(2)  On  or  before  the  15th  day  after 
the  end  of  each  of  the  delivery  periods  of 
September,  October,  and  November,  the 
market  administrator  shall  pay  out  of 
the  producer-settlement  fund  to  each 
producer  an  amount  computed  as  fol¬ 
lows:  divide  Mi  of  the  aggregate  amount 
held  pursuant  to  §  967.7  (b)  (1)  by  the 
hundredweight  of  producer’s  milk  deliv¬ 
ered  during  the  delivery  period  involved 
(September,  October,  or  November  as 
above)  and  apply  the  resulting  amount 
per  hundredweight  to  the  milk  of  each 
producer  for  such  delivery  period. 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

35.  Delete  §  967.9  and  substitute  there¬ 
for  the  following: 

§  967.9  Expense  of  administration. 
As  his  pro  rata  share  of  the  expense  in¬ 
curred  pursuant  to  §  967.2  (c)  (4)  each 
ha'ndler  shall  pay  the  market  administra¬ 
tor,  on  or  before  the  17th  day  after  the 
end  of  each  delivery  period,  4  cents  per 
hundredweight,  or  such  lesser  amount 
as  the  Secretary  from  time  to  time  may 
prescribe  with  respect  to  all  milk  re¬ 
ceived  within  the  delivery  period  from 
producers  (including  such  handler’s  own 
production)  and  from  sources  other  than 
producers  or  other  handlers. 

By  Reliable  Dairy  Company,  Inc.,  et  al. : 

36.  Amend  §  967.9  by  deleting  from 
lines  9  and  10  of  this  section  the  words 
“and  from  his  own  production.” 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 
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37.  Delete  §  967.10  and  substitute 
therefor  the  following: 

5  967.10  Marketing  services — (a) 
Marketing  service  deductions.  Except  as 
set  forth  in  paragraph  (b)  of  this  sec¬ 
tion,  each  handler,  in  making  payments 
to  producers  pursuant  to  §  967.8  (a)  (1), 
shall  make  a  deduction  of  3  cents  per 
hundredweight  of  milk,  or  such  lesser 
deduction  as  the  Secretary  from  time  to 
time  may  prescribe,  with  respect  to  the 
following: 

(U  All  milk  received  from  producers 
at  a  plant  not  operated  by  a  cooperative 
association;  and 

(2)  All  milk  received  at  a  plant  oper¬ 
ated  by  a  cooperative  association  from 
producers  who  are  not  members  of  such 
association. 

Such  deductions  shall  be  paid  by  the 
handler  to  the  market  administrator  on 
or  before  the  17th  day  after  the  end  of 
each  delivery  period.  Such  moneys  shall 
be  expended  by  the  market  administrator 
for  verification  of  weights,  samples,  and 
tests  of  milk  received  from  such  produc¬ 
ers  and  in  providing  for  market  informa¬ 
tion  to  such  producers,  such  services  to 
be  performed  in  whole  or 'in  part  by  the 
market  administrator  or  by  an  agent 
engaged  by  and  responsible  to  him. 

(b)  Marketing  service  deduction  with 
respect  to  members  of,  or  producers  mar¬ 
keting  through,  a  cooperative  association. 
In  the  case  of  each  producer  (1)  who  is  a 
member  of,  or  who  has  given  written 
authorization  for  the  rendering  of  mar¬ 
keting  services  and  the  taking  of  deduc- 
*tion  therefor  to  a  cooperative  association, 
(2)  whose  milk  is  received  at  a  plant  not 
operated  by  such  association,  and  (3)  for 
whom  the  Secretary  determines  that  such 
association  is  performing  the  services 
described  in  paragraph  (a)  of  this  sec¬ 
tion,  each  handler  shall  deduct,  in  lieu  of 
the  deduction  specified  under  paragraph 
(a)  of  this  section,  from  the  payments 
made  pursuant  to  §  932.8  (a)  (1)  the 
amount  per  hundredweight  on  milk  au¬ 
thorized  by  such  producer  and  shall  pay 
over,  on  or  before  the  17th  day  after  the 
end  of  such  delivery  period,  such  deduc¬ 
tion  to  the  association  entitled  to  receive 
It  under  this  paragraph. 

By  Reliable  Dairy  Company,  Inc.,  et  al: 

38.  Amend  §  967.10  (a)  by  inserting 
“excepting  such  handler’s  ow’n  produc¬ 
tion’’  at  the  end  of  the  first  sentence  of 
said  section,  and  by  adding  the  following 
words  at  the  end  of  the  second  sentence 
of  said  section:  “Provided.  That  the  mar¬ 
ket  administrator  may  make  a  reasonable 
charge  for  any  verification  or  test  of  any 
handler’s  own  production.’’ 

By  the  Dairy  Branch,  Production  and 
Marketing  Administration: 

39.  Delete  §§  967.11  and  967.12  and 
substitute  therefor  the  following: 

§  967.11  Adjustments  of  accounts — 
(a)  Errors  in  payments.  Whenever  audit 
by  the  market  administrator  of  any  han¬ 
dler’s  reports,  books,  records,  or  accounts 
discloses  errors  resulting  in  moneys  due 
(1)  the  market  administrator  from  such 
handler,  (2)  such  handler  from  the  mar¬ 
ket  adnilnistrator,  or  (3)  any  producer 
or  coop>erative  association  from  such 
handler,  the  market  administrator  shall 
promptly  notify  such  handler  of  any  such 


amount  due;  and  payment  thereof  shall 
be  made  on  or  before  the  next  date  for 
making  payment  set  forth  in  the  pro¬ 
vision  under  which  such  error  occurred 
following  the  5th  day  after  such  notice. 

(b)  Interest  on  overdue  accounts.  Any 
unpaid  obligation  of  a  handler  or  of 
the  market  administrator  pursuant  to 
§§  967.8,  967.9,  967.10,  or  paragraph  (a) 
of  this  section  shall  bear  interest  at  the 
rate  of  one-half  of  one  percent  per 
month,  such  interest  to  accrue  on  the  1st 
day  of  the  calendar  month  next  follow¬ 
ing  the  due  date  of  such  obligation  and 
on  the  first  day  of  each  calendar  month 
thereafter  until  such  obligation  is  paid. 

§  967.12  Effective  time.  The  provi¬ 
sions  hereof,  or  of  any  amendment  here¬ 
to,  shall  become  effective  at  such  time  as 
the  Secretary  may  declare  and  shall  con¬ 
tinue  in  force  until  suspended  or  termi¬ 
nated. 

§  967.13  Suspension  or  termination — 
(a)  When  suspended  or  terminated. 
The  Secretary  shall,  whenever  he  finds 
that  this  order,  or  any  provision  thereof, 
obstructs  or  does  not  tend  to  effectuate 
the  declared  policy  of  the  act,  terminate 
or  suspend  the  operation  of  this  order  or 
any  such  provision  thereof. 

(b)  Continuing  obligations.  If,  upon 
the  suspension  or  termination  of  any  or 
all  provisions  of  this  order,  there  are  any 
obligations  thereunder  the  final  accrual 
or  ascertainment  of  which  requires 
further  acts  by  any  person  (including 
the  market  administrator),  such  further 
acts  shall  be  performed  notwithstanding 
such  suspension  or  termination. 

(c)  Liquidation.  Upon  the  suspension 
or  termination  of  the  provisions  hereof, 
except  this  section,  the  market  adminis¬ 
trator,  or  such  other  liquidating  agent  as 
the  Secretary  may  designate,  shall,  if  so 
directed  by  the  Secretary,  liquidate  the 
business  of  the  market  administrator’s 
oflBce,  dispose  of  all  property  in  his  pos- 
.session  or  control,  including  accounts  re¬ 
ceivable,  and  execute  and  deliver  all 
assignments  or  other  instruments  neces¬ 
sary  or  appropriate  to  effectuate  any  such 
disposition.  If  a  liquidating  agent  is 
so  designated,  all  assets,  books,  and  rec¬ 
ords  of  the  market  administrator  shall  be 
transferred  promptly  to  such  liquidating 
agent.  If,  upon  such  liquidation,  the 
funds  on  hand  exceed  the  amounts  re¬ 
quired  to  pay  outstanding  obligations  of 
the  oCBce  of  the  market  administrator 
and  to  pay  necessary  expenses  of  liquida¬ 
tion  and  distribution,  such  excess  shall 
be  distributed  to  contributing  handlers 
and  producers  in  an  equitable  manner. 

§  967.14  Agents.  The  Secretary  may, 
by  designation  in  writing,  name  any  oflB- 
cer  or  employe  of  the  United  States  to 
act  as  his  agent  or  representative  in  con¬ 
nection  with  any  of  the  provisions  hereof. 

§  967.15  Separability  of  provisions. 
If  any  provision  hereof,  or  its  application 
to  any  person  or  circumstances,  is  held 
invalid,  the  application  of  such  provision, 
and  of  the  remaining  provisions  hereof, 
to  other  persons  or  circumstances  shall 
not  be  affected  thereby. 

40.  Delete  §  967.13. 

By  Reliable  Dairy  Company,  Inc., 
et  al.: 


41,  Amend  §  967.11  by  adding  a  new 
paragraph  as  follows: 

(e)  Termination  for  tack  of  supply. 
Whenever  the  Pure  Milk  Association  or 
the  Market  Administrator  cannot  fur¬ 
nish  the  minimum  requirements  of  milk 
required  by  any  plant  for  a  period  of  30 
days  as  shown  upon  the  reports  to  the 
market  administrator  and  that  during 
said  30  days  any  such  plant  is  required  to 
purchase  supplementary  milk  then  thi.s 
order  shall  automatically  terminate. 

General  proposals  by  the  Dairy  Branch, 
Production  and  Marketing  Administra¬ 
tion: 

42.  Make  such  other  changes  as  may 
be  required  to  make  the  entire  tenta¬ 
tively  approved  marketing  agreement 
and  the  marketing  order,  as  amended, 
conform  with  any  amendments  thereto 
which  may  result  from  this  hearing. 

Copies  of  this  notice  of  hearing  and 
of  the  tentatively  approved  marketing 
agreement  and  order,  as  amended,  now 
in  effect,  may  be  procured  from  the  mar¬ 
ket  administrator,  116  South  William 
Street,  South  Bend  24,  Indiana,  or  from 
the  Hearing  Clerk,  Room  0306,  South 
Building,  Washington  25,  D.  C.,  or  may 
be  there  inspected. 

Dated:  March  ^1,  1947. 

[seal]  E.  A.  Meyer, 

Assistant  Administrator. 

|F.  R.  Doc.  47-3239;  Filed, -Apr.  3.  1947; 
8:45  a.  m.| 
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Registration  and  Registratio.n 
Procedure 

notice  of  proposed  legislation 

Notice  is  hereby  given  that  the  Securi¬ 
ties  and  EJxchange  Commission  has  un¬ 
der  consideration  a  proposal  for  the  re¬ 
vision  of  the  rules  comprising  Regulation 
C  pursuant  to  tbp  Securities  Act  of  1933, 
particularly  sections  6,  7,  8, 10  and  19  (a » 
thereof.  The  proposed  revision  is  set 
forth  below. 

Regulation  C  is  the  portion  of  the  gen¬ 
eral  rules  and  regulations  under  the  act 
dealing  with  registration  and  registra¬ 
tion  procedure.  The  purpose  of  the 
proposed  revision  is  twofold.  First,  it 
would  eliminate  a  great  deal  of  obsolete 
material,  and  second,  it  would  reorganize 
the  remaining  rules  in  a  manner  intended 
to  facilitate  the  registration  of  securi¬ 
ties  according  to  the  simplified  proce¬ 
dure  provided  by  the  Commission’s  re¬ 
cently  revised  Form  S-1  (17  CFR  239.11, 
11  F.  R.  177A-732). 

Persons  desiring  to  comment  on  the 
proposed  revision  may  obtain  copies 
thereof  from  the  principal  office  of  the 
Commission  at  the  address  indicated 
below. 

All  interested  persons  may  submit 
data,  views  and  comments  in  writing  to 
the  Securities  and  Exchange  Commis¬ 
sion  at  its  principal  office,  18th  and  Lo¬ 
cust  Streets,  Philadelphia  3,  Pennsyl¬ 
vania,  on  or  before  April  21,  1947. 


Friday,  April  4,  1947 


FEDERAL  REGISTER 
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Regulation  C — Registration 

§  230.400  Application  of  Regulation 
C.  The  rules  contained  in  §§  230.400  to 
230.492  shall  govern  every  registration  of 
securities  under  the  act,  except  that  any 
provision  in  a  form  covering  the  same 
.subject  matter  as  any  such  rule  shall  be 
controlling. 

GENERAL  REQUIREMENTS 

§  230.401  Requirement  as  to  proper 
form.  A  registration  statement  shall  be 
prepared  in  accordance  with  the  form 
prescribed  therefor  by  the  Commission 
as  in  effect  on  the  date  of  filing.  Any 
registration  statement  shall  be  deemed 
to  be  filed  on  the  proper  form  un¬ 
less  objection  to  the  form  Is  made  by 
the  Commission  prior  to  the  effective 
date  of  the  statement. 

§  230.402  Number  of  copies;  signa¬ 
tures;  binding,  (a)  Three  copies  of  the 
complete  registration  statement,  includ¬ 
ing  exhibits  and  all  other  papers  and 
documents  filed  as  a  part  of  the  state¬ 
ment,  shall  be  filed  with  the  Commission. 
At  least  the  original  of  every  statement 
filed  with  the  principal  office  of  the  Com¬ 
mission,  and  at  least  the  original  and 
one  copy  of  every  statement  filed  with  a 
regional  office  pursuant  to  §230.455  (b) 
shall  be  signed  by  the  persons  specified 
in  section  6  (a)  of  the  act. 

(b)  Each  copy  of  the  registration 
.statement  filed  with  the  Commission 
shall  be  bound  in  one  or  more  parts, 
without  stiff  covers.  The  binding  shall 
be  made  on  the  left-hand  side  and  in 
.‘:uch  manners  as  to  leave  the  reading 
matter  legible. 

§  230.403  Requirements  as  to  paper 
and  printing,  (a)  Registration  state¬ 
ments  shall  be  filed  on  good  quality,  un¬ 
glazed.  white  paper  8*2  x  13  inches  in 
size,  insofar  as  practicable.  However, 
tables,  charts,  maps,  and  financial  state¬ 
ments  may  be  on  larger  paper  if  folded 
to  that  size,  and  the  prospectus  may  be 
on  smaller  paper  if  the  registrant  so 
desires. 

(b)  All  papers  and  documents  filed  as 
a  part  of  a  registration  statement  shall, 
insofar  as  practicable,  be  printed,  mime¬ 
ographed  or  typewritten.  All  such  ma¬ 
terial  shall  be  clear,  easily  readable,  and 
suitable  for  repeated  photocopying. 

tc)  All  printing,  mimeographing,  typ¬ 
ing  or  other  markings  .shall  be  in  black 
ink.  except  that  debits  in  credit  catego¬ 
ries  and  credits  in  debit  categories  may 
be  set  forth  in  red  or  black  ink,  but  shall 
in  all  cases  be  designated  in  such  man¬ 
ner  as  to  be  clearly  distinguishable  as 
such  on  photocopies. 

§  230.404  Preparation  of  registration 
statement,  ta)  Notwithstanding  any 
requirement  of  the  appropriate  form  to 
the  contrary,  a  copy  of  the  proposed 
prospectus  may  be  filed  as  a  part  of  the 
registration  statement  proper  in  lieu  of 
furnishing  the  information  in  item-and- 
answer  form.  Wherever  this  proc^ure 
is  followed,  either  pursuant  to  this  sec¬ 
tion  or  otherwise,  the  text  of  the  items 
of  the  form  are  to  be  omitted  from  the 
registration  statement,  as  well  as  from 
the  prospectus,  except  to  the  extent  pro¬ 
vided  in  paragraph  (b)  of  this  section. 


All  instructions  to  items  of  the  form  and 
instructions  as  to  financial  statements, 
exhibits,  or  prospectuses  are  to  be 
omitted  from  the  registration  statement 
in  all  cases. 

(b)  Where  any  items  of  the  form  re-  • 
quire  information  not  required  to  be 
included  in  the  prospectus,  the  text  of 
such  items,  together  with  the  answers 
thereto,  and  any  financial  statements  not 
required  to  be  included  in  the  prospectus 
shall  be  filed  with  the  prospectus  under 
cover  of  the  facing  sheet  of  the  form  as 
a  part  of  the  registration  statement 
proper. 

(c)  Every  registration  statement  shall 
include  a  cross  reference  sheet  showing 
the  location  in  the  prospectus  of  the 
information  required  to  be  included  in 
the  prospectus  in  response  to  the  items  of 
the  form.  If  any  item  of  the  form  is 
inapplicable,  or  the  answer  thereto  is  in 
the  negative  and  is  omitted  from  the 
prospectus,  a  statement  to  that  effect 
shall  be  made  in  the  cro.ss  reference 
sheet.  The  cross  reference  sheet  is  to  be 
inserted  in  the  registration  statement 
immediately  following  the  facing  sheet. 

§  230.405  Definitions  of  terms  used  in 
the  forms.  Unless  the  context  otherwise 
requires,  all  terms  ased  in  the  forms  for 
registration  have  the  same  meanings  as 
in  the  act  and  in  the  general  rules  and 
regulations.  In  addition,  the  following 
definitions  apply,  unless  the  context 
otherwise  requires; 

Affiliate.  An  ‘‘affiliate”  of,  or  a  person 
“affiliated”  with,  a  specified  person,  is  a 
person  that  directly,  or  Indirectly 
through  one  or  more  Intermediaries, 
controls,  or  Is  controlled  by,  or  is  under 
common  control  with,  the  person  speci¬ 
fied. 

Amount.  The  term  “amount”,  when 
used  in  regard  to  securities,  means  the 
principal  amount  if  relating  to  evidences 
of  indebtedness,  the  number  of  shares  If 
relating  to  shares,  and  the  number  of 
units  if  relating  to  any  other  kind  of 
security. 

Certified.  The  term  “certified”,  when 
used  in  regard  to  financial  statements, 
means  certified  by  an  independent  pub¬ 
lic  or  independent  certified  public  ac¬ 
countant  or  accountants. 

Charter.  'The  term  “charter"  includes 
articles  of  incorporation,  declarations  of 
trust,  articles  of  association  or  partner¬ 
ship,  or  any  similar  instrument,  as 
amended,  effecting  (either  with  or  with¬ 
out  filing  with  any  governmental  agency) 
the  organization  or  creation  of  an  incor¬ 
porated  or  unincorporated  person. 

Commission.  The  term  “Commission" 
means  the  Securities  and  Exchange  Com¬ 
mission. 

Control.  The  term  “control"  (includ¬ 
ing  the  terms  “controlling”,  “controlled 
by”  and  “under  common  control  with”) 
means  the  possession,  direct  or  indirect, 
of  the  power  to  direct  or  cause  the  direc¬ 
tion  of  the  management  and  policies  of  a 
person,  whether  through  the  ownership 
of  voting  securities,  by  contract,  or  other¬ 
wise. 

Director.  The  terms  “director",  “prin¬ 
cipal  executive,  financial  and  accounting 
officer”,  and  “trustee",  or  any  other  words 
Indicating  the  holder  xof  a  position  or 
office,  include  persons,  by  whatever  titles 


designated,  whose  duties  are  those  ordi¬ 
narily  performed  by  holders  of  such  po¬ 
sitions  or  offices. 

Employee.  The  term  “employee” 
means  a  person  other  than  a  director, 
trustee,  or  officer. 

Equity  security.  The  term  “equity  se¬ 
curity"  means  any  stock  or  similar  se¬ 
curity;  or  any  security  convertible,  with 
or  without  consideration,  into  such  a  se¬ 
curity,  or  carrying  any  warrant  or  right 
to  subscribe  to  or  purchase  such  a  secu¬ 
rity:  or  any  such  warrant  or  right. 

Fiscal  year.  The  term  “fiscal  year" 
means  the  annual  accounting  period  or, 
if  no  closing  date  has  been  adopted,  the 
calendar  year  ending  on  December  31. 

Funded  debt.  The  term  “funded  debt” 
has  reference  to  any  indebtedness  having 
a  maturity  at  the  time  of  its  creation  of 
more  than  one  year.  Independent  of  ac¬ 
celeration. 

Majority-owned  subsidiary.  The  term 
“majority-owned  subsidiary”  means  a 
subsidiary  of  which  securities  represent¬ 
ing  in  the  aggregate  more  than  fifty  per¬ 
cent  of  the  voting  power  are  owned  di¬ 
rectly  by  its  parent  and  or  one  or  more 
of  the  parent’s  other  majority-owned 
subsidiaries. 

Material.  The  term  “material”,  when 
used  to  qualify  a  requirement  for  the  fur¬ 
nishing  of  information  as  to  any  subject, 
limits  the  information  required  to  those 
matters  as  to  which  an  average  prudent 
Investor  ought  reasonably  to  be  infoimed 
before  purchasing  the  security  registered. 

Parent.  A  “parent”  of  a  specified  per¬ 
son  is  an  affiliate  controlling  such  person 
directly,  or  indirectly  through  one  or 
more  intermediaries.  « 

Predecessor.  The  term  “predecessor" 
means  a  person  the  major  portion  of  the 
business  and  assets  of  which  another  per¬ 
son  acquired  in  a  .single  succession,  or  in 
a  series  of  successions  in  each  of  which 
the  acquiring  person  acquired  the  major 
portion  of  the  business  and  assets  of  the 
acquired  person. 

Principal  underwriter.  The  term 
“principal  underwriter”  means  an  un¬ 
derwriter  in  privity  of  contract  with  the 
issuer  of  the  securities  as  to  which  he  is 
underwriter,  the  term  “issuer”  having  the 
meaning  given  in  sections  2  (4)  and  2 
(11)  of  the  act. 

Promoter.  The  term  “promoter"  in¬ 
cludes: 

(a)  Any  person  who,  acting  alone  or  in 
conjunction  with  one  or  more  other  per¬ 
sons,  directly  or  indirectly  takes  initiative 
in  founding  and  organizing  the  business 
or  enterprise  of  an  i.s.suer; 

(b)  Any  person  who,  in  connection 
with  the  founding  and  organizing  of  the 
business  or  enterprise  of  an  issuer,  di¬ 
rectly  or  indirectly  receives  in  consider¬ 
ation  of  services  or  property,  or  both 
services  and  property,  10  percent  or  more 
of  any  class  of  securities  of  the  issuer  or 
10  percent  or  more  of  the  proceeds  from 
the  sale  of  any  class  of  securities.  How¬ 
ever,  a  person  who  receives  such  securi¬ 
ties  or  proceeds  either  solely  as  under¬ 
writing  commissions  or  solely  in  consid¬ 
eration  of  property  shall  not  be  deemed  a 
promoter  within  the  meaning  of  this 
paragraph  if  such  person  does  not  other¬ 
wise  take  part  in  founding  and  organizing 
the  enterprise. 


2266 


PROPOSED  RULE  MAKING 


Registrant.  The  term  “registrant” 
means  the  Issuer  of  the  securities  for 
which  the  registration  statement  is  filed. 

Share.  The  term  “share”  means  a 
share  of  stock  in  a  corporation  or  unit 
of  interest  in  an  unincorporated  person. 

Significant  subsidiary.  The  term  “sig¬ 
nificant  subsidiary”  means  a  subsidiary 
meeting  any  one  of  the  following  con¬ 
ditions; 

(a)  The  investments  In  and  advances 
to  the  subsidiary  on  the  part  of  its  par¬ 
ent  and  the  parent’s  other  subsidiaries 
exceed  5  percent  of  the  assets  of  the 
parent  as  shown  by  its  most  recent  in¬ 
dividual  balance  sheet  being  filed. 

(b)  The  assets  of  the  subsidiary  ex¬ 
ceed  5  percent  of  (1)  the  assets  of  its 
parent  and  the  parent’s  subsidiaries  as 
shown  by  the  most  recent  consolidated 
balance  sheet  being  filed,  or  (2)  if  a 
consolidated  balance  sheet  is  not  being 
filed,  the  as.sets  of  the  parent  as  shown 
by  its  most  recent  balance  sheet  being 
filed. 

(c)  The  sales  and  operating  revenues 
of  the  subsidiary  exceed  5  percent  of  ( 1 ) 
the  sales  and  operating  revenues  of  its 
parent  and  the  parent’s  subsidiaries  as 
shown  by  the  consolidated  profit  and  loss 
statement  being  filed  for  the  most  recent 
fiscal  year,  or  (2)  if  a  consolidated  profit 
and  loss  statement  is  not  being  filed,  the 
sales  and  operating  revenues  of  the  par¬ 
ent  as  shown  by  its  profit  and  loss  state¬ 
ment  being  filed  for  the  most  recent 
fi.scal  year. 

(d)  The  subsidiary  is  the  parent  of 
one  or  more  subsidiaries  and  together 
with  such  subsidiaries  would,  if  consid¬ 
ered  in  the  aggregate,  constitute  a  sig¬ 
nificant  subsidiary. 

Subsidiary.  A  “subsidiary”  of  a  spec¬ 
ified  ijerson  is  an  affiliate  controlled  by 
such  person  directly,  or  indirectly 
through  one  or  more  Intermediaries. 
(See  also  “majority-owned  subsidiary,” 
“significant  subsidiary,”  and  “totally- 
held  .sub.sidiary.”) 

Succession.  The  term  “succession” 
means  the  direct  acquisition  of  the  as¬ 
sets  comprising  a  going  business, 
whether  by  merger,  consolidation,  pur¬ 
chase,  or  other  direct  transfer.  Tlie 
terms  does  not  include  the  acquisition  of 
control  of  a  business  unless  followed  by 
the  direct  acquisition  of  its  assets.  The 
terms  “succeed”  and  “successor”  have 
meanings  correlative  to  the  foregoing. 

Totally-held  subsidiary.  The  term 
“totally-held  subsidiary”  means  a  sub¬ 
sidiary  (a)  substantially  all  of  the  out¬ 
standing  securities  of  which  are  owmed 
by  its  parent  and  or  the  parent’s  other 
totally-held  subsidiaries,  and  (b)  which 
does  not  owe  to  any  person  other  than 
its  parent  and/or  the  parent’s  other 
totally-held  subsidiaries  any  debt  of  an 
amount  which  Is  material  in  relation  to 
the  particular  subsidiary:  Provided. 
That  the  existence  of  any  indebtedness 
incurred  in  the  ordinary  course  of  busi¬ 
ness  which  is  not  overdue  and  w’hich 
matures  within  one  year  from  the  date 
of  its  creation,  whether  evidenced  by 
securities  or  not,  shall  not  prevent  a  sub¬ 
sidiary  from  being  deemed  a  tdlally-held 
subsidiary. 

Voting  power.  Tlie  term  “voting 
power”  means  the  right,  other  than  as 


affected  by  events  of  default,  to  vote  or, 
by  virtue  of  beneficial  ownership  of 
securities  or  otherwise,  to  direct  votes 
for  the  election  of  directors. 

§  230.406  Title  of  securities.  Where- 
ever  the  title  of  securities  is  required  to 
be  stated  there  shall  be  given  such  in¬ 
formation  as  will  indicate  the  type  and 
general  character  of  the  securities,  in¬ 
cluding  the  following: 

(a)  In  the  case  of  shares,  the  par  or 
stated  value,  if  any;  the  rate  of  dividends, 
if  fixed,  and  whether  cumulative  or  non- 
cumulative;  the  preference,  if  any;  and 
if  convertible,  a  statement  to  that  effect. 

(b)  In  the  case  of  funded  debt,  the 
rate  of  Interest;  the  date  of  maturity, 
or  if  the  issue  matures  serially,  a  brief 
indication  of  the  serial  maturities,  such 
as  “maturing  serially  from  1950  to  I960’’; 
if  the  payment  of  principal  or  interest  is 
contingent,  an  appropriate  indication  of 
such  contingency;  the  priority  of  the 
issue;  and  if  convertible,  a  statement  to 
that  effe(j|. 

(c)  In  the  case  of  any  other  kind  of 
security,  appropriate  information  of 
comparable  character. 

§  230.407  Interpretation  of  require¬ 
ments.  Unless  the  context  clearly  shows 
otherwise : 

(a)  The  forms  and  instructions  re¬ 
quire  information  only  as  to  the  regis¬ 
trant. 

(b)  Whenever  any  fixed  period  of  time 
in  the  past  is  indicated,  such  period  shall 
be  computed  from  the  date  of  filing  the 
registration  statement,  as  determined  by 
sections  6  (c)  and  8  (a)  of  the  act  and 
the  rules  and  regulations  thereunder. 

(c)  Whenever  words  relate  to  the  fu¬ 
ture,  they  have  reference  solely  to  pres¬ 
ent  intention. 

§  230.408  Additional  information. 
The  information  required  by  the  rules 
and  the  appropriate  form  to  be  included 
in  a  registration  statement  shall  be  fur¬ 
nished  as  a  minimum  requirement  to 
which  there  shall  be  added  any  further 
material  information  necessary  to  make 
the  required  statements,  in  the  light  of 
the  circumstances  under  which  they  are 
made,  not  misleading. 

§  230.409  Information  unknown  or 
not  reasonably  available.  Information 
required  need  be  given  only  insofar  as 
it  is  known  or  reasonably  available  to  the 
registrant.  If  any  required  information 
is  unknown  and  not  reasonably  available 
to  the  registrant,  either  because  the  ob¬ 
taining  thereof  would  involve  unreason¬ 
able  effort  or  expense,  or  because  it  rests 
peculiarly  within  the  knowledge  of  an¬ 
other  person  not  afiSliated  with  the  regis¬ 
trant.  the  information  may  be  omitted, 
subject  to  the  following  conditions: 

(a)  The  registrant  shall  give  such  in¬ 
formation  on  the  subject  as  it  possesses 
or  can  acquire  without  unreasonable  ef¬ 
fort  or  expense,  together  with  the  sources 
thereof,  and  may  include  a  disclaimer 
of  responsibility  for  the  accuracy  or  com¬ 
pleteness  thereof. 

(b)  The  registrant  shall  include  a 
statement  either  showing  that  unrea¬ 
sonable  effort  or  expense  would  be  in¬ 
volved  or  indicating  the  absence  of  any 
affiliation  with  the  person  within  whose 


knowledge  the  information  rests  and 
stating  the  result  of  a  request  made  to 
such  person  for  the  information. 

S  230.410  Disclaimer  of  control.  If 
the  existence  of  control  is  open  to  rea¬ 
sonable  doubt  in  any  instance,  the  regis¬ 
trant  may  disclaim  the  existence  of  con¬ 
trol  and  any  admission  thereof;  in  such 
case,  however,  the  registrant  shall  state 
the  material  facts  pertinent  to  the  possi¬ 
ble  existence  of  control. 

§  230.411  Incorporation  of  financial 
statements  by  reference.  Subject  to 
§  230.448  any  financial  statement  or  part 
thereof  previously  or  concurrently  filed 
with  any  office  of  the  Commission  pur¬ 
suant  to  any  Act  administered  by  the 
Commi.ssion  may  be  incorporated  by  ref¬ 
erence  in  any  registration  statement  filed 
with  any  office  of  the  Commission,  if  It 
substantially  conforms  to  the  require¬ 
ments  of  the  appropriate  form  and  is  not 
required  to  be  included  in  the  prospec¬ 
tus. 

§  230.412  Registration  of  additional 
securities.  The  registration  of  addi¬ 
tional  securities  of  the  same  class  as 
other  securities  for  which  a  registration 
statement  is  already  in  effect  shall  be 
effected  through  a  separate  registration 
statement  relating  to  the  additional  se¬ 
curities. 

FORM  AND  CONTENT  OF  PROSPECTUSES 

§  230.420  Legibility  of  prospectuses. 
The  body  of  all  printed  prospectuses 
other  than  newspaper  prospectuses  shall 
be  in  type  at  least  as  legible  as  ten  point 
leaded  type. 

§  230.421  Presentation  of  information 
in  prospectuses,  (a)  The  information 
required  in  a  prospectus  need  not  follow 
the  order  of  the  items  or  other  require¬ 
ments  in  the  form.  Such  information 
shall  not,  however,  be  set  forth  in  such 
fashion  as  to  obscure  any  of  the  required 
information  or  any  information  neces¬ 
sary  to  keep  the  required  information 
from  being  incomplete  or  misleading. 
Where  an  item  requires  information  to 
be  given  in  a  prospectus  in  tabular  form 
it  shall  be  given  in  substantially  the 
tabular  form  specified  in  the  item. 

<b)  All  information  contained  in  a 
prospectus  shall  be  set  forth  under  appro¬ 
priate  captions  or  headings  reasonably 
indicative  of  the  subject  matter  set  forth 
thereunder.  Except  as  to  financial  state¬ 
ments  and  other  tabular  data,  all  infor¬ 
mation  set  forth  in  a  prospectus  shall  be 
divided  into  reasonably  short  paragraphs 
or  sections. 

(c)  Every  prospectus  shall  include  in 
the  forepart  thereof  a  reasonably  de¬ 
tailed  table  of  contents  showing  the  sub¬ 
ject  matter  of  the  various  sections  or 
subdivisions  of  the  prospectus  and  the 
page  number  on  which  each  such  section 
or  subdivision  begins. 

(d)  All  information  required  to  be  in¬ 
cluded  in  a  prospectus  shall  be  clearly 
understandable  without  the  necessity  of 
referring  to  the  particular  form  or  to  the 
general  rules  and  regulations.  Except 
as  to  financial  statements  and  informa¬ 
tion  required  in  tabular  form,  the  infor¬ 
mation  set  forth  in  a  prospectus  may  be 
expressed  in  condensed  or  summarized 
form.  Financial  statements  included  in 
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a  prospectus  are  to  be  set  forth  in  com¬ 
parative  form  if  practicable,  and  shall 
include  the  notes  thereto  and  the  ac¬ 
countants’  certificate. 

S  230.422  Summaries  or  outlines  of 
documents.  Where  a  summary  or  out¬ 
line  of  the  provisions  of  any  document  is 
required,  only  a  brief  statement  shall  be 
made,  in  succinct  and  condensed  form,  as 
to  the  most  important  provisions  of  the 
document.  In  addition  to  such  state¬ 
ment,  the  summary  or  outline  may,  sub¬ 
ject  to  §  230.448,  incorporate  by  reference 
particular  items,  sections,  or  paragraphs 
of  any  exhibit  and  may  be  qualified  in  its 
entirety  by  such  reference.  Matter  con¬ 
tained  in  an  exhibit  may  be  incorporated 
by  reference  in  a  prospectus  only  to  the 
extent  permitted  by  this  section. 

§  230.423  Date  of  prospectuses.  Each 
prospectus  used  upon  the  commence¬ 
ment  of  the  public  offering  of  registered 
securities  shall  be  dated  as  of  the  effec¬ 
tive  date  of  the  registration  statement. 
Each  revised,  amended  or  supplemented 
prospectus  used  thereafter  shall  bear  the 
approximate  date  of  its  Issuance,  in  ad¬ 
dition  to  the  date  required  by  the  pre¬ 
ceding  sentence. 

§  230.424  Filing  of  prospectuses; 
number  of  copies,  (a)  In  addition  to 
the  three  copies  of  the  prospectus  in¬ 
cluded  in  the  body  of  the  registration 
statement  proper,  five  copies  of  the 
prospectus  proposed  to  be  used  upon  the 
commencement  of  the  public  offering  of 
a  security  shall  be  filed  with  the  regis¬ 
tration  statement  at  the  time  the  state¬ 
ment  is  filed.  A  copy  of  the  cross 
reference  sheet  required  by  §  230.404 
(c)  shall  be  bound  with  or  attached  to 
each  copy  of  the  prospectus  so  filed. 

(b)  Within  five  days  after  the  com¬ 
mencement  of  the  public  offering,  twenty 
copies  of  each  form  of  prospectus  used 
in  connection  with  such  pffering  shall  be 
filed,  in  the  exact  form  used,  with  the 
office  of  the  Commission  with  which  the 
registration  statement  was  filed. 

(c)  No  prospectus  which  purports  to 
comply  with  section  10  of  the  act  and 
which  varies  from  any  form  of  pros¬ 
pectus  filed  pursuant  to  paragraph  (b) 
of  this  section  shall  be  used  until  twenty 
copies  thereof  ^hall  have  been  filed  with 
the  office  of  the  Commission  with  which 
the  registration  statement  was  filed. 

<d)  Every  prospectus  consisting  of  a 
radio  broadcast  shall  be  reduced  to  writ¬ 
ing.  At  least  five  days  before  the  pros¬ 
pectus  is  broadcast  or  otherwise  issued 
to  the  public,  five  copies  thereof  shall 
be  filed  with  the  office  of  the  Commission 
with  which  the  registration  statement 
was  filed. 

§  230.425  Statement  required  in  aft 
prospectuses.  There  shall  be  placed  on 
the  front  page  of  every  prospectus,  in 
conspicuous  print,  the  following  three 
paragraphs,  with  the  first  and  third  par¬ 
agraphs  in  capital  Jetters: 

These  securities  have  not  been  approved  or 
disapproved  by  the  Securities  and  Exchange 
Commission. 

_  (Insert  name  of  lasuer)  has 

registered  the  securities  by  filing  certain  In¬ 
formation  with  the  Commission.  The  Com¬ 
mission  does  not  pass  upon  the  merits  of 
;  ny  securities  registered  with  it. 


It  is  a  criminaV  offense  to  represent  that 
the  Commission  has  approved  these  securi¬ 
ties  or  has  made  any  findings  that  the  state¬ 
ments  In  this  prospectus  or  in  the  registra¬ 
tion  statement  ^e  correct. 

§  230.426  Statement  as  to  stabilizing. 
In  any  case  in  which  the  registrant  or 
any  of  the  underwriters  knows  or  has 
reasonable  grounds  to  believe  that  it  is 
intended  to  stabilize  the  price  of  any 
security  to  facilitate  the  offering  of  the 
registered  security,  there  shall  be  placed 
on  the  first  or  second  page  of  every  pros¬ 
pectus  the  following  statement  in  capital 
letters: 

To  facilitate  the  offering,  It  Is  Intended  to 

stabilize  the  prlce(s)  of _ 

(Title  of  securities) 

on _ _ 

(Name  each  exchange.  If  none,  omit  this  line.) 

This  statement  Is  not  an  assurance  that 
the  price  (s)  of  the  above  securities  will  be 
stabilized  or  that  the  stabilizing,  if  com¬ 
menced.  may  not  be  discontinued  at  any 
time. 

.  5  230.427  Contents  of  prospectuses 
used  after  thirteen  months.  Information 
contained  in  a  registration  statement 
may  be  omitted  from  a  pro.^pectus  used 
more  than  13  months  after  the  effective 
date  of  the  registration  statement  inso¬ 
far  as  Information  on  the  same  subjects 
but  as  of  a  date  not  more  than  12  months 
prior  to  the  use  of  the  prospectus  is  con¬ 
tained  therein.  No  amendment  of  the 
registration  statement  need  be  made  in 
connection  with  the  substitution  of  in¬ 
formation  pursuant  to  this  section,  but 
20  copies  of  the  prospectus  proposed  to 
be  used  .shall  be  filed  with  the  Commis¬ 
sion  pursuant  to  §  230.424  (c). 

§  230.428  Invitations  for  competitive 
bids.  Any  Information  or  documents 
contained  in  a  registration  statement 
may  be  omitted  from  any  newspaper  ad¬ 
vertisement  which  is  only  an  invita¬ 
tion  for  competitive  bids  for  the  regis¬ 
tered  securities:  Provided,  (a)  The  terms 
of  the  bidding  require  that  each  bid  shall 
be  a  firm  bid  for  the  purchase  of  the 
entire  amount  of  such  securities;  and  (b) 
the  advertisement  states  that  prior  to  the 
acceptance  of  any  bid,  the  bidder  will  be 
furnished  a  copy  of  the  official  pros¬ 
pectus.  In  such  ca.se,  no  other  require¬ 
ments  of  the  Commission  with  respect 
to  newspaper  prospectuses  need  be  com¬ 
plied  with.  Such  advertisement  shall  not 
be  deemed  a  prospectus  meeting  the  re¬ 
quirements  of  section  10  for  the  purpose 
of  section  2  (10)  (a)  or  5  (b)  (2)  of  the 
act. 

§  230.429  Prospectus  for  employees’ 
savings,  profit  sharing  or  pension  plans. 
(a)  Any  prospectus  for  shares  of  stock 
of  an  issuer  in  which  funds  of  a  savings, 
profit  sharing  or  pension  plan  for  em¬ 
ployees  of  the  issuer  are  to  be  invested 
need  contain  only  the  information 
specified  below  if  the  prospectus  is  sent 
or  given  only  to  employees  of  the  issuer 
who  have  previously  received  a  prospec¬ 
tus  for  registered  interests  or  participa¬ 
tions  In  the  plan  and  for  registered 
shares  of  stock  of  the  Issuer  and  who 
have  become  members  of  the  plan  prior 
to  receipt  of  the  prospectus  prepared  in 
accordance  with  this  section: 


(1)  Such  information  (other  than 
-ilnancial  statements)  in  regard  to  the 

plan  and  the  administration  thereof  and 
in  regard  to  the  issuer  of  the  underlying 
stock  and  its  subsidiaries  as  may  be 
necessary  to  bring  up  to  date  the  corre¬ 
sponding  Information  furnished  to  mem¬ 
bers  of  the  plan  in  previous  prospectu'ics. 

(2)  Financial  statements  of  the  plan 
corresponding  to  those  included  in  pre¬ 
vious  prospectuses  for  each  fiscal  year 
after  the  last  fiscal  year  for  which  finan¬ 
cial  statements  of  the  plan  were  fur¬ 
nished  to  members  of  the  plan  in  pre¬ 
vious  prospectuses. 

(3)  Financial  statements  of  the  issuer 
of  the  underlying  stock  and  its  subsidi¬ 
aries  corresponding  to  those  Included  in 
previous  prospectuses  for  each  fiscal  year 
after  the  last  fiscal  year  for  which  finan¬ 
cial  statements  of  the  issuer  and  its  sub¬ 
sidiaries  were  furnished  to  members  of 
the  plan  in  previous  prospectuse.s. 

(b>  The  financial  statements  specified 
in  paragraph  (a)  of  this  section  may  be 
omitted  from  any  prospectus  used  in  the 
manner  .specified  in  that  paragraph  if: 

(1>  The  fiscal  year  of  the  issuer  of  the 
underlying  ;stock  has  ended  within 
ninety  days  prior  to  the  date  when  it  is 
desired  to  distribute  the  prospectus  to 
members  of  the  plan. 

(2)  ..The  prospectus  contains,  or  is  ac¬ 
companied  by.  financial  statements 
(which  need  not  be  certified)  substan¬ 
tially  meeting  the  requirements  of  para¬ 
graph  (a)  of  this  section. 

(3)  Within  120  days  after  the  close  of 
the  fiscal  year  the  financial  statements 
omitted  from  the  prospectus  pursuant  to 
this  paragraph  are  made  conveniently 
available  to  all  members  of  the  plan  at 
their  respective  places  of  employment. 

(4)  There  is  set  forth  in  conspicuous 
print  on  the  first  page  of  the  prospectus 
a  statement  as  to  the  manner  in  wliich 
and  the  approximate  date  on  which  the 
financial  statements  will  be  made  avail¬ 
able  to  members  of  the  plan  pursuant  to 
subparagraph  (3>  of  this  paragraph. 

WRITTEN  CONSENTS 

§  230.435  Consents  of  experts,  (a) 
All  consents  of  experts  filed  with  the 
registration  statement  pursuant  to  sec¬ 
tion  7  of  the  act  shall  be  dated  and  shall 
be  signed  manually.  All  such  consents, 
except  those  contained  in  the  reports  of 
experts,  shall  be  attached  after  the  sig¬ 
nature  page  of  the  registration  state¬ 
ment.  Following  the  consents  so  at¬ 
tached,  there  shall  be  listed  the  names  of 
all  experts  whose  consents  are  contained 
in  their  reports  and  not  attached  after 
the  signature  page.  After  each  name  so 
listed  a  reference  shall  be  made  to  the 
report  containing  the  expert’s  consent. 

(b)  If  any  portion  of  the  report  of  an 
expert  is  quoted  or  summarized  in  the 
registration  statement  or  in  a  pro.spcctus 
the  w'ritten  consent  of  the  expert  shall 
clearly  identify  the  portion  or  portions 
of  the  report  so  quoted  or  summarized 
and  shall  ‘expressly  state  that  the  expert 
con-sents  to  such  quotation  or  summa¬ 
rization. 

<c)  If  it  is  stated  that  any  information 
contained  in  the  registration  statement 
has  been  reviewed  or  pa.‘-:sed  upon  by  any 
persons  and  that  such  information  is  .set 
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posed  to  be  offered,  but  In  no  case  shall 
such  fee  be  less  than  $25. 

(b)  Where  securities  are  to  be  offered 

at  prices  computed  upon  the  basis  of 
fluctuating  market  prices,  the  registra¬ 
tion  fee  is  to  be  calculated  upon  the  basis 
of  the  price  at  which  units  of  securities 
of  the  same  class  were  or  would  have  been 
sold  on  a  specified  date  within  fifteen  days 
prior  to  the  filing  of  the  regi^^ation 
statement.  ' 

(c)  Where  securities  are  to  be  offered 
.at  varying  prices  based  upon  fiuctiuating 
values  of  underlying  assets,  the  registra¬ 
tion  fee  is  to  be  calculated  upon  the^^basis 
of  the  market  value  of  such  assets  ,  as  of 
a  date  within  fifteen  days  prior  to  the 
date  of  filing,  in  accordance  with  the 
method  to  be  used  in  calculating  the  daily 
offering  price. 

(d)  Where  securities  are  to  be  offered 
to  existing  security  holders  and  the  por¬ 
tion,  if  any,  not  taken  by  such  security 
holders  is  to  be  reoffered  to  the  general 
public,  the  registration  fee  is  to  be  cal¬ 
culated  upon  the  basis  of  the  offering 
price  to  such  security  holders  or  the  re¬ 
offering  price  to  the  general  public, 
whichever  is  higher. 

(e)  Where  securities  are  to  be  offered 

in  exchange  for  other  securities  the  reg¬ 
istration  fee  is  to  be  calculatedi  upon 
whichever  one  of  the  follQ,wing  basis  is 
applicable:  ^ 

( 1 )  The  market  value  of  the  securities 
to  be  received  by  the  registrant  In  ex¬ 
change  as  established  by  bona  fide  trans- 
actions  as  of  a  date  within  fifteen  days 
prior  to  the  date  of  filing. 

(2)  If  there  be  no  market  value  thus 
established,  the  book  valilb  of  se¬ 
curities  to  be  received  by  the  registrant 
in  exchange  shall  be  used  unless  the 
Issuer  of  the  securities  to  be  received  in 
exchange  is  in  bankruptcy  or  receiver¬ 
ship,  in  which  ca.se  one  third  of  the 
principal  amount,  par  value  or  stated 
value  of  the  securities  to  be  received  in 
exchange  shall  be  used. 

However,  where  other  securities  of  the 
same  class  as  those  to  be  offered  in  ex¬ 
change  are  to  be  offered  for  cash,  the 
maximum  aggregate  price  shall  be  cal¬ 
culated  upon  the  basis  of  the  ca.sh  offer¬ 
ing  price  or  the  basis  specified  above, 
whichever  is  higher.  For  the  purposes 
of  this  paragraph,  securities  offered  di¬ 
rectly  or  indirectly  in  exchange  for  cer¬ 
tificates  of  deposit  shall  be  deemed  to  be 
offered  in  exchange  for  the  securities 
represented  by  the  certificates  of  deposit. 


forth  in  the  registration  statement  upon 
the  authority  of  or  in  reliance  upon  such 
persons  as  experts,  the  written  consents 
of  such  persons  shall  be  filed  with  the 
registration  statement. 

§  230.436  Application  to  dispense  rcith 
consent.  An  application  to  the  Commis¬ 
sion  to  dispense  with  any  written  consent 
of  an  expert  pursuant  to  section  7  of  the 
act  shall  be  made  by  the  registrant  and 
shall  be  supported  by  an  affidavit  or  aflB- 
davits  establishing  that  the  obtaining  of 
such  consent  is  impracticable  or  involves 
undue  hardship  on  the  registrant.  Such 
application  shall  be  filed  and  consent  of 
the  Commission  shall  be  obtained  prior 
to  the  effective  date  of  the  registration 
statement. 

§  230.437  Consents  of  persons  about 
to  become  directors.  If  any  person  who 
has  not  signed  the  registration  state¬ 
ment  is  named  therein  as  about  to  be¬ 
come  a  director,  the  written  consent  of 
such  person  shall  be  filed  with  the  regis¬ 
tration  statement.  Any  such  consent, 
however,  may  be  omitted  if  there  is  filed 
with  the  registration  statement  a  state¬ 
ment  by  the  registrant,  supported  by  an 
affidavit  or  affidavits,  setting  forth  the 
reasons  for  such  omission  and  estab- 
li.shing  that  the  obtaining  of  such  con¬ 
sent  is  impracticable  or  involves  undue 
hardship  on  the  registrant.  All  consents 
filed  pursuant  to  this  section  shall  be 
dated,  shall  be  .signed  manually,  and 
shall  be  attached  after  the  signature 
page  of  the  registration  statement  and 
immediately  following  con.sents  of  ex¬ 
perts  and  lists  of  consents,  if  any,  filed 
pursuant  to  §  230.433. 

§  230.438  Conserit  to  use  of  material 
incorporated  by  reference.  If  the  act  or 
the  rules  and  regulations  of  the  Commis¬ 
sion  require  the  filing  of  written  con.sent 
to  the  u.se  of  any  material  in  connection 
with  the  registration  statement,  such 
con.sent  shall  be  filed  with  the  registra¬ 
tion  statement  even  though  the  material 
is  incorporated  therein  by  reference. 

EXHIBITS 

§  230.445  Additional  exhibits.  The 
registrant  may  file  such  exhibits  as  it 
may  de.sire,  in  addition  to  those  required 
by  the  appropriate  form.  Such  exhibits 
shall  be  .so  marked  as  to  indicate  clearly 
the  subject  matters  to  which  they  refer. 

§  230.446  Omission  of  substantially 
identical  documents.  In  any  case  where 
two  or  more  indentures,  contracts,  fran¬ 
chises,  patents.,  or  other  documents  re¬ 
quired  to  be  filed  as  exhibits  are  sub- 
.stantially  identical  in  all  material  re¬ 
spects  except  as  to  the  parties  thereto, 
the  dates  of  execution,  or  other  details, 
the  registrant  need  file  a  copy  of  only 
one  of  such  documents,  with  a  schedule 
identifying  the  other  documents  omitted 
and  Getting  forth  the  material  details  in 
which  such  documents  differ  from  the 
document  of  which  a  copy  is  filed:  Pro- 
vided,  however.  That  the  Commission 
may  at  any  time  in  its  discretion  require 
the  filing  of  copies  of  any  documents  so 
omitted. 

§  230.447  Incorporation  of  exhibits  by 
reference,  (a)  Any  document  or  part 
thereof  previously  or  concurrently  filed 


with  any  ofiBce  of  the  Commission  pursu¬ 
ant  to  any  act  administered  by  the  Com¬ 
mission  may  be  incorporated  by  reference 
as  an  exhibit  to  any  registration  state¬ 
ment  filed  with  any  office  of  the  Com¬ 
mission. 

(b)  If  any  modification  has  occurred 
in  the  text  of  any  document  incorporated 
by  reference  since  the  filing  thereof,  the 
registrant  shall  file  with  the  reference  a 
statement  containing  the  text  of  any  such 
modification  and  the  date  thereof. 

(c)  If  the  number  of  copies  of  any 
document  previously  .  or  concurrently 
filed  is  less  than  the  number  required  to 
be  filed  with  the  registration  statement 
which  incorporates  such  document  as  an 
exhibit,  the  registrant  shall  file  with  the 
registration  statement  as  many  addi¬ 
tional  copies  of  the  document  as  may  be 
necessary  to  meet  the  requirements  of 
such  statement. 

§  230.448  Form  of,  and  limitation 
upon,  incorporation  by  reference,  (a) 
Material  incorporated  by  reference  shall 
be  clearly  identified  in  the  reference.  An 
express  statement  that  the  specified  mat¬ 
ter  is  incorporated  by  reference  shall  be 
made  at  the  particular  place  in  the  state¬ 
ment  where  the  information  is  required. 

(b)  Notwithstanding  any  particular 
provisions  permitting  incorporation  by 
reference,  the  Commission  may  refuse  to 
permit  such  incorporation  in  any  case 
in  which  in  its  judgment  such  incorpo¬ 
ration  would  render  the  statement  in¬ 
complete,  unclear  or  confusing. 

FILING,  FEES,  EFFECTIVE  DATE 

§  230.455  Place  of  filing,  (a)  Except 
as  provided  in  paragraph  (b)  of  this  sec¬ 
tion.  all  registration  statements  shall  be 
filed  with  the  Commission  at  its  princi¬ 
pal  office. 

(b)  If  the  principal  executive  ofiBces 
of  the  regi.strant,  or  of  a  principal  un¬ 
derwriter  of  the  securities  being  regis¬ 
tered,  are  located  in  the  State  of  Cali¬ 
fornia,  Nevada,  Arizona.  Oregon,  Wash¬ 
ington,  Idaho,  or  Montana,  or  in  the 
Territory  of  Hawaii,  the  registration 
statement  may  be  filed  with  the  regional 
office  of  the  Commission  in  the  Bank  of 
America  Building,  625  Market  Street, 
San  Francisco,  Calif.  However,  the  pro¬ 
visions  of  this  paragraph  shall  not  ap¬ 
ply  to  registrants  which  are  subject  to 
the  provisions  of  the  Public  Utility  Hold¬ 
ing  Company  Act  of  1935  or  the  Invest¬ 
ment  Company  Act  of  1940. 

§  230.456  Date  of  filing.  The  date  on 
which  any  papers  are  actually  receiA^ed 
in  the  proper  office  of  the  Commission 
pursuant  to  §  230.455  shall  be  the  date 
of  filing  thereof,  if  all  the  requirements 
of  the  act  and  the  rules  with  respect  to 
such  filing  have  been  complied  with  and 
the  required  fee  paid.  The  failure  to  pay 
an  insignificant  amount  of  the  required 
fee  at  the  time  of  filing,  as  the  result 
of  a  bona  fide  error,  shall  not  be  deemed 
to  affect  the  date  of  filing. 

§  230.457  Computation  of  fee.  (a)  At 
the  time  of  filing  a  registration  state¬ 
ment,  the  registrant  shall  pay  to  the 
Commission  a  fee  of  one  one-hundredth 
of  1  percent  of  the  maximum  aggregate 
price  at  which  the  securities  are  pro¬ 


§  230.458  Payment  of  fee.  All  pay¬ 
ments  of  fees  shall  be  made  in  cash,  or 
by  United  States  postal  money  order  or 
certified  check  payable  to  the  Securities 
and  Exchange  Commission,  omitting  the 
name  or  title  of  any  official  of  the  Com¬ 
mission. 

§  230.459  Calculation  of  effective 
date.  The  effective  date  of  registration 
statements  under  section  8  (a)  of  the  act 
shall  be  calculated  as  follows: 

(a)  Saturdays,  Sundays  and  holidays 
shall  be  counted  in  computing  the  effec¬ 
tive  date. 

(b)  In  the  ca.se  of  statements  which 
become  effective  pursuant  to  section  8 
(a)  on  the  twentieth  day  after  the  fil¬ 
ing  thereof,  the  twentieth  day  shall  be 
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deemed  to  begin  at  the  expiration  of 
nineteen  periods,  of  twenty-four  hours 
each,  from  5:30  p.  m.  eastern  time  at  the 
principal  office  on  the  date  of  filing. 

§  230.460  Supplementary  statement 
of  actual  offering  price.  Within  ten  days 
after  registered  securities  are  initially 
offered  to  the  public,  the  registrant  shall 
file  with  the  office  of  the  Commission 
with  which  the  registration  statement 
was  filed,  a  statement  setting  forth  the 
actual  price  at  which,  and  the  date  on 
which,  the  securities  were  so  offered.  If 
such  price  dlfifers  from  the  proposed 
price  set  forth  in  the  registration  state¬ 
ment,  a  brief  explanation  of  such  differ¬ 
ence  shall  be  made.  Where  the  securi¬ 
ties  are  to  be  offered  first  to  existing  se¬ 
curity  holders  and  then  to  the  general 
public,  a  statement  as  required  by  this 
section  shall  be  filed  with  respect  to  each 
of  such  offerings. 

AMENDMENTS  AND  WITHDRAWALS 

§  230.470  Formal  requirements  for 
amendments.  Amendments  to  the  reg¬ 
istration  statement  shall  be  filed  under 
cover  of  the  facing  sheet  of  the  appro¬ 
priate  form,  and  shall  conform  to  all 
pertinent  sections  applicable  to  original 
registration  statements.  Amendments 
shall  be  numbered  consecutively  in  the 
order  in  which  filed  with  the  Commission. 

§  230.471  Signatures  to  amendments. 
Except  as  provided  in  §  230.478,  every 
amendment  to  a  registration  statement 
shall  be  signed  by  the  persons  specified 
in  section  6  (a)  of  the  act.  At  least  the 
original  of  every  amendment  filed  with 
the  principal  office  of  the  Commission, 
and  at  least  the  original  and  one  copy  of 
every  amendment  filed  with  a  regional 
office,  shall  be  signed. 

§  230.472  Filing  of  amendments; 
number  of  copies.  Except  as  provided 
in  §  230.473,  three  copies  of  every 
amendment  to  the  registration  state¬ 
ment  shall  be  filed.  Where  the  amend¬ 
ment  relates  to  the  prospectus  there 
shall  be  filed,  in  addition,  five  copies  of 
the  amended  prospectus  and  five  copies 
of  the  amended  cross  reference  sheet  re¬ 
quired  by  §  230.404  (c).  Amendments 
shall  be  filed  with  the  office  of  the  Com¬ 
mission  with  which  the  registration 
statement  was  filed. 

§  230.473  Telegraphic  delaying 
amendments.  An  amendment  altering 
the  proposed  date  of  the  public  offering 
may  be  made  by  telegram.  Each  such 
telegraphic  amendment  shall  be  con¬ 
firmed  within  a  reasonable  time  by  the 
filing  of  three  copies',  one  of  which  shall 
be  signed.  Such  confirmation  shall  not 
be  deemed  an  amendment. 

§  230.474  Date  of  filing  of  amend¬ 
ments.  The  date  on  which  amendments 
are  actually  received  in  the  office  of  the 
Commission  with  which  the  registration 
statement  was  filed  shall  be  the  date  of 
filing  thereof,  if  all  of  the  requirements 
of  the  act  and  the  rules  with  respect  to 
such  filing  have  been  complied  with. 

§  230.475  Amendment  filed  toith  con¬ 
sent  of  Commission.  A  registrant  de¬ 
siring  the  Commission’s  consent  to  the 
filing  of  an  amendment  with  the  effect 


provided  in  section  8  (a)  of  the  act  may 
apply  for  such  consent  at  or  before  the 
time  of  filing  the  amendment.  The  ap¬ 
plication  shall  be  signed  and  shall  state 
fully  the  grounds  upon  which  made. 
The  Commission’s  consent  shall  be 
deemed  to  have  been  given  and  the 
amendment  shall  be  treated  as  part  of 
the  registration  statement  upon  the 
entry  of  an  order  to  that  effect. 

§  230.476  Amendment  filed  pursuant 
to  order  of  Commission.  An  amendment 
made  prior  to  the  effective  date  of  the 
registration  statement  shall  be  deemed 
to  have  been  made  pursuant  to  an  order 
of  the  Commission  within  the  meaning 
of  section  8  (a)  of  the  act  so  as  to  be 
treated  as  pert  of  the  registration  state¬ 
ment  only  when  the  Commission  shall 
after  the  filing  of  such  amendment  find 
that  it  has  been  filed  pursuant  to  its 
order. 

§  230.477  Withdrawal  of  registration 
statement  or  amendment.  Any  registra¬ 
tion  statement  or  any  amendment  there¬ 
to  may  be  withdrawn  upon  application 
if  the  Commission,  finding  such  with¬ 
drawal  consistent  with  the  public  in¬ 
terest  and  the  protection  of  investors, 
consents  thereto.  The  application  for 
such  consent  shall  be  signed  and  shall 
state  fully  the  grounds  upon  which  made. 
The  fee  paid  upon  the  filing  of  the  regis¬ 
tration  statement  will  not  be  returned  to 
the  registrant.  The  papers  comprising 
the  registration  statement  or  amend¬ 
ment  thereto  shall  not  be  removed  from 
the  files  of  the  Commission  but  shall  be 
plainly  marked  with  the  date  of  the  giv¬ 
ing  of  such  consent,  and  in  the  following 
manner:  “Withdrawn  upon  the  request 
of  the  registrant,  the  Commission  con¬ 
senting  thereto.’* 

§  230.478  Powers  of  agent  for  service 
to  amend  or  withdraw  registration  state¬ 
ment.  Every  registrant  and  all  persons 
signing  the  registration  statement,  by 
naming  an  agent  for  service  in  the 
registration  statement,  shall  be  deemed, 
in  the  absence  of  a  statement  to  the 
contrary,  to  confer  upon  such  agent  the 
following  powers: 

(a)  A  power  to  amend  the  registration 
statement  by  altering  the  date  of  the 
proposed  offering  of  the  securities  for 
which  the  registration  statment  is  filed. 

(b)  A  pMwer  to  amend  the  registration 
statement. by  filing  any  written  consent 
of  an  expert  required  by  section  7  of  the 
act  to  be  filed  with  the  registration  state¬ 
ment. 

(c)  A  power  to  make  application  pur¬ 
suant  to  §  230.475  for  the  Commission’s 
consent  to  the  filing  of  an  amendment. 

(d)  A  power  to  withdraw  the  registra¬ 
tion  statement  or  any  amendment 
thereto. 

(e)  A  power  to  consent  to  the  entry  of 
an  order  under  section  8  (b)  of  the  act, 
waiving  notice  and  hearing,  such  order 
being  entered  without  prejudice  to  the 
right  of  the  registrant  thereafter  to  have 
the  order  vacated  upon  a  showing  to  the 
Commission  that  the  registration  state¬ 
ment  as  amended  is  no  longer  incomplete 
or  inaccurate  on  its  face  in  any  material 
respect. 


NONDISCLOSURE  OF  CONTRACT  PROVISIONS 

*§  230.485  Contracts  in  general.  Public 
disclosure  will  not  be  made  of  the  pro¬ 
visions  of  any  material  contract  or  por¬ 
tion  thereof  if  the  Commission  deter¬ 
mines  that  such  disclosure  would  impair 
the  value  of  the  contract  and  is  not  neces¬ 
sary  for  the  protection  of  investors.  In 
any  case  where  the  registrant  desires  the 
Commission  to  make  such  a  determina¬ 
tion,  the  procedure  set  forth  below  shall 
be  followed: 

(a)  The  registrant  shall  omit  from  the 
registration  statement  as  originally  filed 
the  portion  of  the  contract  which  it  de¬ 
sires  to  keep  undisclosed,  or.  If  the  regis¬ 
trant  desires  to  keep  the  entire  contract 
undisclosed,  any  copy  of  the  contract. 

(b)  The  registrant  shall  file  with  the 
registration  statement,  but  not  bound  as 
part  thereof,  (1)  three  copies  of  the  con¬ 
tract  or  portion  thereof  which  it  desires 
to  keep  undisclosed,  clearly  marked 
“Confidential”,  and  (2)  an  application 
for  an  order  making  the  above  described 
determination.  Such  application  shall 
set  forth  the  considerations  relied  upon 
for  obtaining  such  order.  Pending  the 
granting  or  denial  by  the  Commission  of 
the  application,  the  terms  and  existence 
of  the  contract  or  portion  thereof  will  be 
kept  undisclosed. 

(c)  If  the  Commission  determines  that 
the  application  shall  be  granted,  an  order 
toHhat  effect  will  be  entered.  Prior  to 
any  determination  denying  the  applica¬ 
tion,  confirmed  telegraphic  notice  of  an 
opportunity  for  hearing,  at  a  specified 
time  within  10  days  after  the  dispatch  of 
such  notice,  will  be  sent  to  the  agent  for 
service.  After  such  hearing,  an  order 
grantipg  or  denying  the  application  will 
be  entered. 

(d)  If  the  Commission  denies  the  ap¬ 
plication,  confirmed  telegraphic  notice  of 
the  order  of  denial  will  be  sent  to  the 
agent  for  service.  In  such  case,  within 
10  days  after  the  dispatch  of  such  notice, 
the  registrant  shall  have  the  right  to 
withdraw  the  registration  statement  in 
accordance  with  the  terms  of  §  230.477, 
but  without  the  necessity  of  stating  any 
grounds  for  the  withdrawal  or  of  obtain¬ 
ing  the  further  assent  of  the  Commis¬ 
sion.  In  the  event  of  such  withdrawal, 
the  contract  or  portion  thereof  filed  con¬ 
fidentially  will  be  returned  to  the  regis- 

,  trant. 

(e)  If  the  registration  statement  Is 
not  withdrawn  pursuant  to  paragraph 
(d)  of  this  section,  the  contract  or  por¬ 
tion  thereof  filed  confidentially  will  be 
made  available  for  public  inspection  a.s 
part  of  the  registration  statement,  and 
the  registrant  shall  amend  the  registra¬ 
tion  statement  to  include  all  information 
required  to  be  set  forth  in  regard  to 
such  contract  or  portion  thereof. 

§  230.486  Contracts  affecting  the  na¬ 
tional  defense,  (a)  Notwithstanding 
any  requirement  of  the  form  used  for  reg¬ 
istration.  the  registrant  need  not  file  as 
an  exhibit  to  the  registration  statement 
a  copy  of  any  contract  as  to  which  all  the 
following  conditions  are  satisfied: 

(1)  A  copy  of  the  contract  Is  on  file 
with  an  executive  department  of  the 
United  States  or  with  the  United  States 
Maritime  Commission. 
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(2)  The  registrant  has  been  notified 
in  writing  that  the  executive  department 
or  the  United  States  Maritime  Commis¬ 
sion.  as  the  case  may  be,  has  administra¬ 
tively  determined  that  the  subject  of  such 
contract  relates  to  and  affects  the  na¬ 
tional  defense  ancl^hat  disclosure  thereof 
would  be  contrar^o  the  public  interest. 

(b)  The  registrant  shall  file  as  an  ex¬ 
hibit  to  the  registration  statement,  in  lieu 
of  the  copy  of  the  contract  omitted  pur¬ 
suant  to  paragraph  (a)  of  this  section, 
a  copy  of  each  notification  received  from 
the  executive  department  or  the  United 
States  Maritime  Commission  with  respect 
to  the  filing  of  copies  of  the  contract  or 
of  information  as  to  its  terms. 

(c)  Notwithstanding  any  requirement 
of  the  form  used  for  registration,  the 
registrant  need  not  furnish  any  infor¬ 
mation  as  to  any  terms  of  the  contract 
relating  directly  or  indirectly  to  any  of 
the  following  subjects  as  to  which  the 
registrant  has  been  notified  in  writing 
that  the  executive  department  or  the 
United  States  Maritime  Commission 
with  which  a  copy  of  the  contract  is  on 
file  has  administratively  determined  that 
such  subjects  relate  to  and  affect  the 
national  defense  and  that  disclosure 
thereof  would  be  contrary  to  the  public 
Interest; 

(1) ' Quantity  of  equipment  or  mate¬ 
rials  to  be  constructed  or  supplied. 

(2)  Designations  of  type,  descriptions, 
specifications,  deliveries,  test,  or  guar¬ 
antees  of  performance  with  respect  to 
such  equipment  or  materials, 

(3)  Nature  and  extent  of  experi¬ 
mental  facilities,  services,  or  informa¬ 
tion  to  be  furnished. 

(d)  Public  disclosure  will  not  be  made 
of  the  contents  of  any  notification  filed 
pursuant  to  paragraph  (b)  of  this  sec¬ 
tion,  or  of  any  portion  of  the  informa¬ 
tion  as  to  the  terms  of  the  contract  re¬ 
quired  to  be  furnished  notwithstanding 
the  provisions  of  paragraph  (c)  of  this 
section,  if  the  Securities  and  Exchange 
Commission  determines  that  such  dis¬ 
closure  would  impair  the  value  of  the 
contract  and  is  not  necessary  for  the 
protection  of  investors.  In  any  case 
j^'here  the  registrant  desires  the  Com¬ 
mission  to  make  such  a  determination, 
the  procedure  set  forth  in  §  230.435  shall 
be  followed,  except  that  there  shall  be 
filed  in  lieu  of  the  three  copies  of  the 
contract  or  portion  thereof  required  by 
paragraph  <b)  (1)  of  §  230.485,  three 
copies  of  the  notification  and  three 
copies  of  the  information  as  to  the  terms 
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of  the  contract  which  the  registrant  de¬ 
sires  to  keep  undisclosed,  all  clearly 
marked  “Confidential”. 

REGISTRATION  BY  FOREIGN  GOVERNMENTS  OR 
POLITICAL  SUBDIVISIONS  THEREOF 

§  230.490  Information  to  be  furnished 
under  paragraph  (3)  of  Schedule  B.  Any 
Issuer  filing  a  registration  statement  pur¬ 
suant  to  Schedule  B  of  the  act  need  not 
furnish  the  detailed  information  specified 
in  paragr^h  (3)  as  to  issues  of  outstand¬ 
ing  funded  debt  the  aggregate  amount  of 
which  outstanding  is  less  than  5  percent 
of  the  total  funded  debt  outstanding  and 
to  be  created  by  the  security  to  be  of¬ 
fered:  Provided,  That  the  amount 
thereof  is  included  in  the  statement  of 
the  total  amount  of  funded  debt  out¬ 
standing;  And  provided  further.  That  a 
statement  is  made  as  to  the  title,  amount 
outstanding,  rate  of  interest,  and  date  of 

maturity  of  each  such  issue. 

% 

§  230.491  Information  to  be  furnished 
under  paragraph  (6)  of  Schedule  B.  Any 
foreign  government  filing  a  registration 
statement  pursuant  to  Schedule  B  of  the 
act  need  state,  in  furnishing  the  informa¬ 
tion  required  by  paragraph  (6),  the 
names  and  addresses  only  of  principal 
underwriters,  namely,  underwriters  in 
privity  of  contract  with  the  registrant: 
Provided,  That  they  are  designated  as 
principal  underwriters:  And  provided 
further.  That  a  brief  statement  is  made 
as  to  the  discounts  and  commissions  to 
be  received  by  subunderwriters  or  dealers. 

§  230.492  Omissions  from  prospec¬ 
tuses.  In  the  case  of  a  security  for  which 
a  registration  statement  conforming  to 
Schedule  B  is  in  effect,  the  following  in¬ 
formation.  contained  in  the  registration 
statement,  may  be  omitted  from  any 
prospectus:  Information  in  answer  to 
paragraph  (3)  of  the  schedule  with  re¬ 
spect  to  the  amortization  and  retirement 
provisions  for  debt  not  being  registered, 
and  with  respect  to  the  provisions  for  the 
substitution  of  security  for  such  debt; 
information  in  answer  to  paragraph 
(11);  the  copy  of  any  agreement  or 
agreements  required  by  paragraph  (13) ; 
the  agreement  required  by  paragraph 
(14) ;  all  information,  whether  contained 
in  the  registration  statement  itself  or  in 
any  exhibit  thereto,  not  required  by 
Schedule  B. 

Proposed  Amendments  to  Forms 

Certain  rules  which  specify  the  items 
of  Information  required  to  be  included  in 


prospectuses  are  to  be  transferred  from 
Regulation  C  to  the  respective  forms  to 
which  they  relate.  The  texts  of  the  pro¬ 
posed  amendments  necessary  to  effect 
this  transfer  are  as  follows: 

I.  Form  C-1  (see  §  239.3. 11  F.  R.  177 A- 
731)  is  to  be  amended  by  inserting  im¬ 
mediately  after  the  “Rule  as  to  the  Use 
of  Form  C-1”  the  following: 

Omissions  from  the  Prospectus.  The 
information  required  by  the  following 
items  may  be  omitted  from  the  prospec¬ 
tus:  Items  4.  5.  7.  8,  9.  10,  18.  19.  33,  34. 
37.  44.  45.  57,  58,  59,  61,  63,  70.  71  and  75. 

The  following  exhibits  may  also  be 
omitted  from  the  prospectus:  Exhibits  A. 
B.  C.  E.  F.  G,  H.  I,  J.  K,  L.  M,  N  and  R. 
Ebchibit  Q  may  be  condensed. 

II.  Form  D-1  (see  5  239.6,  11  F.  R. 
177A-731)  is  to  be  amended  by  inserting 
immediately  preceding  “Part  I"  thereof 
the  following: 

Omissions  from  the  Prospectus.  The 
following  information  and  documents 
may  be  omitted  from  the  prospectus: 
In  Part  I,  Items  4. 18.  39.  and  all  exhibits 
except  financial  statements  filed  in  com¬ 
pliance  with  Items  14  and  15;  in  Part  II, 
Item  44  and  all  exhibits. 

III.  Form  D-IA  (see  §  239.7,  11  F.  R. 
177A-732)  is  to  be  amended  by  inserting 
immediately  after  the  General  Instruc¬ 
tions  thereof  the  following: 

Omissions  from  the  Prospectus.  The 
following  information  and  documents 
may  be  omitted  from  the  prospectu.^: 
All  exhibits  and  all  information  con¬ 
tained  in  schedules,  on  condition  that 
copies  of  each  of  the  schedules  attached 
to  the  registration  statement  are  in¬ 
cluded. 

IV.  Form  F-1  (see  §  239.9,  11  F.  R. 
177A-732)  Is  to  be  amended  by  adding 
at  the  end  of  the  “Instructions  as  to  pre¬ 
paring  Form  F-l”  the  following: 

Omissions  from  the  prospectus.  The 
following  information  and  documents 
may  be  omitted  from  the  prospectus: 
Items  3,  26,  27  and  all  exhibits. 

By  the  Commission. 

[seal]  Orval  L.  DuBois, 

Sedi-etary. 

March  27,4947. 

[F,  R.  Doc.  47-3219;  Filed.  Apr.  3,  1947; 

8:45  a.  m.j 
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[Vesting  Order  8488] 

Eisuke  Ono 

In  re:  Bank  account  owned  by  and 
debt  owing  to  Eisuke  Ono.  also  known 
as  E.  Ono.  F-39-331-A-1,  F-39-331- 
E-1. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 


tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuant  to  law, 
after  investigation.  It  is  hereby  found: 

1.  That  Eisuke  Ono,  also  known  as 
E.  Ono,  whose  last  known  address  is 
Japan,  is  a  resident  of  Japan  and  a 
national  of  a  designated  enemy  country 
(Japan) ; 
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2.  That  the  property  described  as  fol¬ 
lows: 

a.  That  certain  debi  or  other  obliga¬ 
tion  owing  to  Eisuke  Ono,  also  known 
as  E.  Ono,  by  The  National  City  Bank 
of  New  York,  55  Wall  Street,  New  York, 
New  York,  arising  out  of  a  Compound 
Interest  Account,  Account  Number  AN- 
13128,  entitled  E.  Ono,  maintained  at  the 
branch  oflBce  of  the  aforesaid  bank 
located  at  257  Broadway,  New  York  7, 
New  York,  and  any  and  all  rights  to 
demand,  enforce  and  collect  the  same, 
and 

b.  That  certain  debt  or  other  obliga¬ 
tion  owing  to  Eisuke  Ono,  also  known  as 
E.  Ono,  by  Hunt,  Hill  &  Betts,  120  Broad¬ 
way,  New  York  5,  N.  Y.,  in  the  amoun^of 
$288.65,  as  of  December  31, 1945,  together 
with  any  and  all  accruals  thereto,  and 
any  and  all  rights  to  demand,  enforce 
and  collect  the  same, 

is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on  ac¬ 
count  of,  or  owing  to,  or  which  is  evi¬ 
dence  of  ownership  or  control  by,  the 
aforesaid  national  of  a  designated 
enemy  country  (Japan) : 

and  it  is  herebsf  determined: 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
within  a  designated  enemy  country,  the 
national  interest  of  the  United  States 
requires  that  such  person  be  treated  as  a 
national  of  a  designated  enemy  country 
(Japan). 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate 
consultation  and  certification,  having 
been  made  and  taken,  and,  it  being 
deemed  necessary  in  the  national 
interest. 

There  is  hereby  vested  in  the  Attorney 
(jeneral  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  20,  1947. 

For  the  Attorney  General. 

[seal]  Donald  C.  Cook, 

Director. 

|F.  R.  Doc.  47-3204;  Filed,  Apr.  2,  1947; 

8:46  a.  m.] 


[Vesting  Order  8489) 

R.  Sasaki 

In  re:  Bank  account  owned  by  R.  Sa¬ 
saki  also  known  as  Ryoso  Sasaki.  F-39- 
2559-E-l. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  is  hereby  found: 

1.  That  R.  Sasaki  also  known  as  Ryoso 
Sasaki,  whose  last  known  address  is  Ja¬ 
pan,  is  a  resident  of  Japan  and  a  national 
of  a  designated  enemy  country  (Japan) ; 

No.  67 - 8 


2.  That  the  property  described  as  fol¬ 
lows:  That  certain  debt  or  other  obliga¬ 
tion  owing  to  R.  Sasaki  also  known  as 
Ryoso  Sasaki,  by  The  National  City  Bank 
of  New  York,  55  Wall  Street,  New  York, 
New  York,  prising  out  of  a  Checking  Ac¬ 
count,  entitled  R.  Sasaki,  and  any  and 
all  rights  to  demand,  enforce  and  collect 
the  same. 

Is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on  ac¬ 
count  of,  or  owing  to,  or  which  is  evidence 
of  ownership  or  control  by,  the  aforesaid 
national  of  a  designated  enemy  country 
(Japan) ; 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
within  a  designated  enemy  country,  the 
national  interest  of  the  United  States  re¬ 
quires  that  such  person  be  treated  as  a 
national  of  a  designated  enemy  country 
(Japan) ; 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate 
consultation  and  certification,  having 
been  made  and  taken,  and  it  being 
deemed  necessary  in  the  national 
interest. 

There  is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  20,  1947. 

For  the  Attorney  General.  * 

[seal]  Donald  C.  Cook, 

Director. 

(F.  R.  Doc.  47-3205;  Filed,  Apr.  2.  1947; 

8:46  a.  m.J 


(Vesting  Order  8490] 

Sanko  &  Co. 

In  re:  Debt  owing  to  Sanko  &  Co. 
F-39-825-C-2. 

Under  the  authority  of  the  Trading 
with  tlje  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  puasuant  to  law, 
after  invesfigation,  it  is  hereby  found: 

1.  That  Sanko  &  Co.,  the  last  known 
address  of  which  is  Tokyo,  Japan,  is  a 
corporation,  partnership,  association  or 
other  business  organization,  organized 
under  the  laws  of  Japan,  and  which  has 
or,  since  the  effective  date  of  Executive 
Order  8389,  as  amended,  has  had  its 
principal  place  of  business  in  Japan  and 
is  a  national  of  a  designated  enemy 
country  (Japan);.. 

2.  That  the  property  described  as  fol¬ 
lows:  That  certain  debt  or  other  obli¬ 
gation  owing  to  Sanko  &  Co.,  by  Dodge 
&  Seymour,  Ltd.,  53  Park  Place,  New  York 
7,  New  York,  in  the  amount  of  $393.19, 
as  of  December  31,  1945,  together  with 
any  and  all  accruals  thereto,  and  any 
and  all  rights  to  demand,  enforce  and 
collect  the  same. 


is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on  ac¬ 
count  of,  or  owing  to,  or  which  is  evi-  f 
dence  of  ownership  or  control  by,  the 
aforesaid  national  of  a  designated 
enemy  country  (Japan) ; 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
within  a  designated  enemy  country,  the 
national  interest  of  the  United  States 
requires  that  such  person  be  treated  as  a 
national  of  a  designated  enemy  country 
(Japan). 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate 
consultation  and  certication,  having 
been  made  and  taken,  and  it  being 
deemed  necessary  in  the  national 
interest. 

There  is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  {^escribed  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  20,  1947. 

For  the  Attorney  General. 

[seal]  Donald  C.  Cook. 

\  Director. 

(F.  R.  Doc.  47-3206;  Filed.  Apr,  2.  1947; 

8:46  a.  m.) 


[Vesting  Order  8491] 

%Hedwich  Schurmann 

In  re:  Bank  account  owned  by  Hed- 
wich  Schurmann  akso  known  as  Hedwig 
Schurmann  and  Hedwig  Schuermann. 
P-28-12197-E-1. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Exec¬ 
utive  Order  9193,  as  amended,  and  Exec¬ 
utive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  is  hereby  found: 

1.  That  Hedwich  Schurmann,  also 
known  as  Hedwig  Schurmann  and  Hed¬ 
wig  Schuermann,  whose  last  known  ad¬ 
dress  is  Germany,  is  a  resident  of  Ger¬ 
many  and  a  national  of  a  designated 
enemy  country  (Germany) ; 

2.  That  the  property  described  as  fol¬ 

lows:  That  certain  debt  or  other  obliga¬ 
tion  of  The  Northern  Trust  Company,  50* 
South  LaSalle  Street,  Chicago,  Illinois, 
arising  out  of  a  checking  account,  en¬ 
titled  Cloidt,  George  W.,  Trustee  Under 
Trust  Agreement  Dated  Oct.  3,  1935, 
Known  as  Wachsman,  and  any  and  all 
rights  to  demand,  enforce  and  collect 
the  same,  - 

is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  deliv¬ 
erable  to,  held  on  behalf  of  or  on  account 
of,  or  owing  to,  or  which  is  evidence  of 
ownership  or  control  by,  Hedwich  Schur¬ 
mann,  also  known  as  Hedwig  Schurmann 
and  Hedwig  Schuermann,  the  aforesaid 
national  of  a  designated  enemy  country 
(Germany) ; 
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and  It  is  hereby  determined ; 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
I  within  a  designated  enemy  country,  the 
national  interest  of  the  United  States  re¬ 
quires  that  such  person  be  treated  as  a 
national  of  a  designated  enemy  country 
.(Germany) . 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate 
consultation  and  certification,  having 
been  made  and  taken,  and  it  being 
deemed  necessary  in  the  national 
Interest, 

There  is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  "national”  and  "designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 

Executive  Order  9193,  as  amended. 

% 

Executed  at  Washington,  D.  C.,  on 
March  20,  1947. 

For  the  Attorney  General, 

[SEALl  Donald  C.  Cook, 

Director. 

IF.  R.  Doc.  47-3207:  Plied,  Apr.  2,  1947; 

8:46  a.  m.] 


(Vesting  Order  8497] 

0 

Kosaku  Watanabe 

In  re :  Bank  account  owned  by  Kosaku 
.Watanabe. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuai^  to  law, 
after  investigation,  it  is  hereoy  found: 

1.  That  Kosaku  Watanabe,  whose  last 
known  address  is  Japan,  is  a  resident  of 
Japan  and  a  national  of  a  designated 
enemy  country  (Japan) ; 

2.  That  the  property  described  as  fol¬ 
lows:  That  certain  debt  or  other  obliga¬ 
tion  owing  to  Kosaku  Watanabe,  by  The 
Chase  National  Bank  of  the  City  of  New 
York,  18  Pine  Street,  New  York,  New 
York,  arising  out  of  an  inactive  dollar 
checking  account,  entitled  K.  (Kosaku) 
Watanabe,  and  any  and  all  rights  to  de¬ 
mand,  enforce  and  collect  the  same. 

Is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  deliv¬ 
erable  to,  held  on  behalf  of  or  on  ac- 
•  count  of,  or  owing  to,  or  which  is  evi¬ 
dence  of  ownership  or  control  by,  the 
aforesaid  national  of  a  designated  enemy 
country  (Japan) ; 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  per¬ 
son  named  in  subparagraph  1  hereof  is 
not  within  a  designated  enemy  country, 
the  national  interest  of  the  United  States 
requires  that  such  person  be  treated  as 
a  national  of  a  designated  enemy  coun¬ 
try  (Japan). 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate 
consultation  and  certication,  having 
been  made  and  taken,  and  it  being 
deemed  necessary  in  the  national 
Interest, 


There  Is  hereby  vested  In  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  "national”  and  "designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  20,  1947. 

For  the  Attorney  General. 

r  SEAL  1  Donald  C.  Cook. 

Director. 

(F.  R.  Doc.  47-3208:  Piled,  Apr.  2,  1947; 

8:46  a.  m.]' 


[Vesting  Order  7445,  Arndt.) 

Dr.  Richard  Nunninghoff 

In  re:  Debt  owing  to  and  stocks  and 
bonds  owned  by  Dr.  Richard  Nunning¬ 
hoff. 

Vesting  Order  7445,  dated  August  15, 
1946,  is  hereby  amended  as  follows  and 
not  otherwise: 

By  deleting  clause  (c)  from  subpara¬ 
graph  2  of  said  Vesting  Order  7445  and 
substituting  therefor  the  following: 

c.  Those  certain  bonds  described  in 
Exhibit  A,  attached  hereto  and  by  refer¬ 
ence  made  a  part  hereof,  presently  in 
the  custody  of  Hallgarten  &  Co.,  44  Wall 
Street,  New  York  5,  New  York,  together 
with  any  and  all  rights  thereunder  and 
thereto. 

All  other  provisions  of  said  Vesting 
Order  7445  and  all  actions  taken  by  or  on 
behalf  of  the  Alien  Property  Custodian 
or  the  Attorney  General  of  the  United 
States  in  reliance  thereon,  pursuant 
thereto  and  under  the  authority  thereof 
are  hereby  ratified. 

Executed  at  Washington,  D.  C.,  on 
March  27,  1947. 

For  the  Attorney  General. 

f  SEAL  1  Donald  C.  Cook, 

Director. 

(F.  R.  Doc.  47-3209:  Filed,  Apr.  2,  1947; 

8:46  a.  m.] 
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(Vesting  (Drder  8402) 

Kei  Yashuhara  and  James  Kuromi 

In  re:  Debts  owing  to  Kei  Yasuhara, 
also  known  as  K.  Yasuhara,  and  James 
Kuromi,  also  known  as  James  Isao 
Kuromi.  D-39-664-E-1,  F-39-5557-E-1. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  purusant  to  law, 
after  investigation,  it  is  hereby  found: 

1.  That  Kei  Yasuhara,  also  known  as 
K.  Yasuhara,  and  James  Kuromi,  also 
known  as  James  Isao  Kuromi,  each  of 
whose  last  known  address  is  Japan,  are 
residents  of  Japan  and  nationals  of  a 
designated  enemy  country  (Japan) ; 

2.  That  the  property  described  as  fol¬ 
lows: 


a.  That  certain  debt  or  other  obliga¬ 
tion  owing  to  Kei  Yasuhara,  also  known 
as  K.  Yasuhara,  by  the  Superintendent 
of  Banks  of  the  State  of  California  and 
Liquidator  of  The  Yokohama  Specie 
Bank,  Ltd.,  Los  Angeles  OflBce,  c/o  State 
Banking  Department,  111  Sutter  Street, 
San  Francisco,  California,  in  the  amount 
of  $1,387.19,  as  of  December  31,  1945, 
arising  out  of  a  commercial  checking  ac¬ 
count  entitled  K.  Yasuhara  (Kei  Yasu¬ 
hara),  together  with  any  and  all  accruals 
thereto,  and  any  and  all  rights  to  de¬ 
mand.  enforce  and  collect  the  same,  and 

b.  That  certain  debt  or  other  obliga¬ 
tion  owing  to  James  Kuromi,  also  known 
as  James  Lsao  Kuromi,  by  the  Superin- 
teodent  of  Banks  of  the  State  of  Cali¬ 
fornia  and  Liquidator  of  The  Yokohama 
Specie  Bank,  Ltd.,  Los  Angeles  Office, 

c.^  o  State  Banking  Department,  111  Sut¬ 
ter  Street,  San  Francisco,  California,  in 
the  amount  of  $1,011.28,  as  of  December 
31,  1945,  arising  out  of  Fixed  Deposit 
Certificate  Number  69509,  together  with 
any  and. all  accruals  thereto,  and  any  and 
all  rights  to  demand,  enforce  and  collect 
the  same, 

is  property  within  the  United  State.s 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on  ac¬ 
count  of,  or  owing  to,  or  which  is 
evidence  of  ownership  or  control  by,  the 
aforesaid  nationals  of  a  designated  en¬ 
emy  countiT  (Japan); 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  persons 
named  in  subparagraph  1  hereof  are 
not  within  a  designated  enemy  country, 
the  national  interest  of  the  United  States 
requires  that  such  persons  be  treated  as 
nationals  of  a  designated  enemy  country 
(Japan). 

All  determinations  and  all  action  re¬ 
quired  by  law.  Including  appropriate 
consultation  and  certification,  ^having 
been  made  and  taken,  and.  it*  beinK 
deemed  necessary  in  the  national 
interest. 

There  Is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  "national”  and  "designated 
enemy  country”  as  used  herein  shall 
have  the  meanings  prescribed  in  section 
10  of  Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  6,  1947. 

For  the  Attorney  General. 

(seal!  Donald  C.  Cook, 

Director. 

(F.  R.  Doc.  47-3243;  Filed.  Apr.  3,  1947; 

8:46  a.  m.) 


(Vesting  Order  CE  374] 

Costs  and  Expenses  Incurred  in  Certain 
Actions  or  Proceedings  in  Certain 
California  Courts 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  having  been  found: 
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1.  That  each  of  the  persons  named  in 
Column  1  of  Exhibit  A,  attached  hereto 
and  by  reference  made  a  part  hereof,  was 
a  person  within  the  designated  enemy 
country  or  the  enemy-occupied  territory 
identified  in  Column  2  of  said  Exhibit  A 
opposite  such  person’s  name; 

2.  That  it  was  in  the  interest  of  the 
United  States  to  take  measures  in  con¬ 
nection  with  representing  each  of  said 
persons  in  the  court  or  administrative 
action  or  proceeding  identified  in 
Column  3  of  said  Exhibit  A  opposite  such 
person’s  name,  and  such  measures  hav¬ 
ing  been  taken; 


Column  1 
N:ime 


Sarali  Olivrrio, 


A<uiil:>  Olivi  rio . 

Maria  Uosa  Olivorio 
Maria  Olivirio . 


Ai:ostino  Vallariiio... 

Giovanni  Valiarino.,. 
Gi-rolanio  Vallarino.. 
Giusoppina  Vallarino 

Mariam  rclleprindli. 


Liiipi  relli'prinolli . 

Guisippo  Pi-lli'prinolli . 

Urolhtr,  name  unknown,  of  Carlo  rapanucel, 
iloifaM'd. 


All>erto  Veplio. 

KriiPSta  Veplio. 
Emma  Veplio., 


I.oui:<  Tognoiiulli 


3.  That,  in  taking  such  measures  In 
each  of  such  actions  or  proceedings, 
costs  and  expenses  have  been  incurred  in 
the  amount  stated  in  Column  4  of  said 
Exhibit  A  opposite  the  action  or  proceed¬ 
ing  identified  in  Column  3  of  said  Exhibit 
A; 

Now,  therefore,  there  is  hereby  vested 
in  the  Attorney  General  of  the  United 
States,  to  be  used  or  otherwise  dealt 
with  in  the  interest  of  and  for  the  bene¬ 
fit  of  the  United  States,  interests  in  the 
property  which  said  persons  obtain  or 
are  determined  to  have  as  a  result  of  said 
actions  or  proceedings  in  amounts  equal 

Exhiiut  .k 


to  the  sums  stated  in  Column  4  of  said 
Exhibit  A. 

The  term  “designated  enemy  country” 
as  used  herein  shall  have  the  meaning 
prescribed  in  section  10  of  Executive 
Order  9193,  as  amended.  Tlie  term  “ene¬ 
my-occupied  territory”  as  used  herein 
shall  have  the  meaning  prescribed  in 
Rules  of  Procedure,  Office  of  Alien  Prop¬ 
erty,  §  501.6  (8  CFR,  Cum.  Supp.,  503.6). 

Executed  at  Washington,  D.  C.,  on 
March  31.  1947. 

For  the  Attorney  General. 

[seal]  Donald  C.  Cook. 

Director. 


Column  2 

Country  or  tvrritory 


Column  3 

Action  or  proci'Cilinp 


Column  t 
Sum  vested 


ily. 


.do. 


Ittm  I 

Estate  of  Paul  Olivorio,  deo-ased.  In  ttw  Suiierior  Court  of  the  State  of  Cali- 
toniia,  in  and  for  the  county  of  Los  .AnpeUs;  Xo.  23iM*91. 


..do . 

Item  t 

Same . . . . .  .  _ 

..do . y . 

Item  3 

Same _ _  . 

..do . 

Item  i 

Same . . . . . . 

..do . 

Item  5 

Estate  of  .Ambrr.jio  Vallarino,  decreasefl,  in  the  Siuvrior  Court  of  the  State  of 
California,  in  and  for  the  city  and  county  of  San  Franei.sco;  Xo.  ;xuo8. 

Item  9 

Same . . . . . . . 

..do . 

,  Item! 

Same . . . 

.do . 

Item  S 

..do . . 

Item  9 

Estate  of  Chris  PelleprinelH,  deet-ased,  in  the  Suj>erior  Court  of  the  State  of 
California,  in  and  for  the  county  of  Siskiyou;  Xo.  4257. 

Item  to 

Item  !l 

Same . . . . . . 

..do . 

Item  tt 

E.state  of  C'arlo  Paeanucci,  deceased,  in  the  Sujierior  Court  of  the  State  of 
California,  in  and  for  the  city  and  county  of  San  Francisi-o;  Xo.  »y7Sf4. 

Item  13 

Estate  of  C ae.sar  Veplio,  deceased,  in  the  Superior  Court  of  the  State  of  Califor¬ 
nia,  in  and  for  the  city  and  county  of  San  Francisco;  Xo.  l)3oll. 

Item  H 

..do . 

Item  15 

Same . . . . 

..do . 

• 

Item  tS 

Estate  of  Peter  Topninalli,  al.«o  known  as  Pietro  Topninalli,  also  known  as 
I’ele  Topninalli.  also  known  as  Pietrro  'i'opninalli,  also  known  as  Pietro  Fran¬ 
cesco  Topninalli,  also  known  as  P.  Topninali,  also  known  as  Pietro  Topno- 
nalli,  deceased,  in  the  Suricrior  Court  of  the  State  of  California,  in  and  for 
the  county  of  San  Mateo,  No.  1U03S. 

Item  a 

Same. . . . . . . 

..do... . 

Item  IS 

Estate  of  Ermenepildo  Ma.ssa,  deceased,  in  the  Superior  Court  of  the  State  of 
California,  in  and  for  the  county  of  Sonoma;  Xo.  lisiu. 

Item  19 

..do . 

Jltm  to 

Estate  otV’lncent  Abate,  deceased.  In  the  Superior  Court  of  the  State  of  Califor¬ 
nia,  la  and  for  the  cit^aad  county  of  Sau  Francisco;  No.  osioo. 


$11.00 

ii.n-t 
II.  (M) 
11. on 

13  (10 

13.00 

1.3,00 

13.00 

13.  00 

13.00 
13.  00 

20.  00 

15.  (Xt 

15.(V) 
15.  tXI 

13. 00 

13.00 

15.00 

15.00 

31.00 


•Marla  Topnonalll . . 

Assunta  Rosai  or  her  issue  . 

(dtavia  .Martini  or  her  issue. 

Joseph  .Abate.. . 


Fn  dcrick  Abate 


do. 


Same. 


Iltm  It 


M.OO 
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NOTICES 


Exhibit  A— Continocd 


Colamn  1 

Name 

Oolonm  2 

or  teiJiary 

.  -  - 

Column  S 

Action  or  proceeding 

Column  4 

Sum  x-ested 

Italy _ 

Item  tt 

Estate  of  Giuseppe  Filippelll,  deceased,  in  the  SuperR^ Court  of  the  State  of 
California,  In  and  to  the  county  of  Los  Angeles;  No.  225710. 

lUm  tS 

Same _ _ _ _ 

W-  on 

_ do_ . . . 

23.  CM) 

(’hil.iron,  nanir.s  unknown,  of  Catorina  AfiRclo- 

. do . 

Itrm  ti 

Estate  of  Biagio  Angelosanti,  also  known  as  B.  Angelo,  deceased,  in  the  Su|>e- 

80. 01) 

FHiiti. 

('hildrrn,  names  unknown,  of  Natalina  Angclo- 

siiiiti. 

.....do .  . . ! 

rior  Court  of  the  State  of  California,  in  and  for  the  lounty  of  Los  Augeks; 
No.  234737. 

Iltm  tS 

80.  00 

.....da..  .  . 

Item  t>l 

Estate  of  Pietro  Paone,  dofea.<ie(1.  In  the  .Superior  Court  ofthe  State  of  Califor- 

t^i  0) 

l.....do . . . . . 

nia,  in  an<l  for  the  city  and  county  of  .San  Francisco;  No.  1007%5. 

Item  r 

Estate  of  Luigi  Gestra,  also  known  as  I.ouy  Gestra,  also  known  os  T-ouoy 
Ue.stia,  al.M)  known  as  Louie  Gestra.  al.so  known  as  Louis  Gestra,  also  known 
as  Louos  Gestra,  dcoea.sed,  in  the  Superior  Court  of  the  State  of  California, 
in  and  for  the  county  of  Sonoma;  No.  1.V.97. 

Item  is 

Estate  of  Donato  Bellino,  deceased.  In  the  Superior  Court  of  the  Sfutc  of  Cali- 
i  fornia,  in  and  for  the  city  and  county  of  San  Francisco;  No.  t)3S0U. 

1  *  Item  W 

1 

Estate  of  lx»uL<a  Guasti.  also  known  as  fyouisa  .A.  Ouastl,  dcc^'a-scd.  In  the 

50.  (ft 

1 

31  110 

Heirs,  next  of  kin  ami  legatees  of  Kilomena  (liiasti 

tC.tfi 

(■ro.ssetti. 

Superior  ('ourt  of  the  State  of  California,  in  and  for  the  county  of  I-os  .Angeles; 

[  No.  Uj7t>S2. 

(F.  R.  Doc.  47-3250; 

Filed,  Apr.  3,  1947;  8:47  a.  m.J 

(Vesting  Order  8538] 

FusajIRo  Ishu 

In  re:  Stock  owned  by  Pusajiro  Ishil, 
F-39-5699-D-1. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended,  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  is  hereby  found: 

1.  That  Fusajiro  Ishii,  whose  last 
known  address  is  Tokyo,  Japan,  is  a  resi¬ 
dent  of  Japan  and  a  national  of  a  desig¬ 
nated  enemy  country  (Japan) ; 

2.  That  the  property  described  as  fol¬ 
lows:  Thirty  (30)  shares  of  $20.00  par 
value  capital  stock  of  The  S.  S.  White 
Dental  Manufacturing  Co.,  a  corporation 
organized  under  the  laws  of  the  State  of 
Pennsylvania,  evidenced  by  certificates 
numbered  1463  for  twenty-five  (25) 
shares  and  1804  for  five  (5)  shares  regis¬ 
tered  in  the  name  of  Fusajiro  Ishii,  to¬ 
gether  with  all  declared  and  unpaid  divi¬ 
dends  thereon, 

is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on  ac¬ 
count  of,  or  owing  to,  or  which  is  evi¬ 
dence  of  ownership  or  control  by,  the 
aforesaid  national  of  a  designated  enemy 
country  (Japan); 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
within  a  designated  enemy  country,  the 
national  interest  of  the  United  States 
requires  that  such  person  be  treated  as  a 
national  of  a  designated  enemy  country 
<Japan). 


All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate  con¬ 
sultation  and  certification,  having  been 
made  and  taken,  and,  it  being  deemed 
necessary  in  the  national  interest. 

There  is  hereby  vested  in  the  Attorney 
Greneral  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  25,  1947. 

For  the  Attorney  General. 

[seal]  Donald  C.  Cook, 

Director. 

(F,  R.  Doc.  47-3245;  Piled,  Apr.  4.  1947; 

8:46  a.  m.) 


(Vesting  Order  CE  373) 

Costs  and  Expenses  Incurred  in  Certain 
Actions  or  Proceedings  in  Certain 
California  Courts 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Exec¬ 
utive  Order  9193,  as  amended,  and  Ex¬ 
ecutive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  having  been  found: 

1.  That  each  of  the  persons  named  in 
Column  1  of  Exhibit  A,  attached  hereto 
and  by  reference  made  a  part  hereof, 
was  a  person  within  the  designated 


enemy  country  or  the  enemy-occupied 
territory  Identified  in  Column  2  of  said 
Exhibit  A  opposite  such  person’s  name; 

2.  That  it  was  in  the  interest  of  the 
United  States  to  take  measures  in  con¬ 
nection  with  representing  each  of  said 
persons  in  the  court  or  administrative 
action  or  proceeding  identified  in  Col¬ 
umn  3  of  said  Exhibit  A  opposite  such 
person’s  name,  and  such  measures  hav¬ 
ing  been  taken; 

3.  That,  in  taking  such  measures  in 
each  of  such  actions  or  proceedings,  costs 
and  expenses  have  been  incurred  in  the 
amount  stated  in  Column  4  of  said  Ex¬ 
hibit  A  opposite  the  action  of  proceeding 
identified  in  Column  3  of  said  Exhibit  A; 

Now,  therefore,  there  is  hereby  vested 
in  the  Attorney  General  of  the  United 
States,  to  be  used  or  otherwise  dealt  with 
in  the  interest  of  and  for  the  benefit  of 
the  United  States,  interests  in  the  prop¬ 
erty  which  said  persons  obtain  or  are 
determined  to  have  as  a  re.sult  of  said 
actions  or  proceedings  in  amounts  equal 
to  the  sums  stated  in  Column  4  of  said 
Exhibit  A. 

The  term  “designated  enemy  country” 
as  used  herein  shall  have  the  meaning 
pre.scribed  in  section  10  of  Executive  Or¬ 
der  9193,  as  amended.  Tlic  term  “enemy- 
occupied  territory”  as  used  herein  .shall 
have  the  meaning  prescribed  in  Rules 
of  Procedure.  Office  of  Alien  Property, 
§  501.6  (8  CFR.  Cum.  Supp.,  503.6). 

Executed  at  Washington,  D.  C.,  on 
March  31,  1947. 

For  the  Attorney  General. 

[SEAL]  Donald  C.  Cook, 

Director. 
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Exni"iT  A 


Column  1 

Name 

Column  2 

Country  or  territory 

Column  3 

Action  or  i)ro(vedinp 

Catoriiia  Cufiurro . . . 

Italy . 

Item  1 

Estate  of  Ciiaseppe  Capurro,  deeease<l.  in  the  Superior  Crmrt  of  the  State  of 
('ulifurnia,  in  and  for  the  county  of  San  .lna<jutn;  .\o.  Pi259. 

Itrm  i 

Same _ _ _ _  _ 

(iiobala  ('a|iurrn . 

. do . 

Anpcio  ('upurro . 

•  It  fin  S 

.‘^ame _ _ 

Antonio  Capurro . . 

. do . 

Item  i 

Same _ _ 

I.oui.'<u  Capurro . . . 

. do . 

Item  5 

Survivinp  Ls.mio,  names  unknow  n,  of  Julia  Tissotti. 

Giovanni  .\ceint  !li . 

Ciu.scpiK-  .\(-ciii<‘Iii . 

Item  G 

Same . . . 

. do . 

Item  7 

Estate  of  Gino  .\eeiiwlli.  also  known  as  (lerolamo  .\eeiuelli,  deceased,  in  the 
SuiM-rior  Court  of  the  State  of  California,  in  and  for  the  county  of  .Mameda; 
.No.  90493. 

Item  8 

Same _  _ 

I’aolo  .Vrrinelli . 

. do . 

Item  9 

Same . .  .  . 

Angela  .\eeinelli . . 

. do . 

Item  10 

Same . . . . . .  .  _ 

Catterina  .Veeinelli . 

. do . 

Item  11 

Same . .  . .  ------- 

llenedetta  C.  Kuggieri . . . 

. do . 

Item  It 

Estate  of  Mieliele  Colasurdo,  deceased,  in  the  Suis-rior  Court  of  the  State  of 
California,  in  and  for  the  I'oUnTy  of  Los  Anpeles;  No.  2ti8t;72. 

Item  11 

Same _  - 

. do . 

Maria  I.uipi  Todeseo . 

Maria  Aroaiifsrla  IVflt  (v* . 

. do . 

. do . 

Item  H 

E'state  of  Giovanni  Tedeseo,  deci'ased,  in  the  Superior  Court  of  the  State  of 
California,  In  and  for  the  city  and  county  of  San  Francisco;  Xo.  102091). 

Item  15 

Same. . - _ _ _  --  -- 

_ do _ c _ _ 

Item  It} 

Smile . -  ---  .  _  ...  _ 

liosaria  Iiiniitri . . . 

1  Iltm  i7 

_ do _ _  __  _  -J  Same _  _  .  .  _  _ 

Children  of  dect'astal  sister,  Immacalta  Tede.soo _ 

Item  18 

Same . . . . . . 

Vittorio  rorlio<i . . . . . 

. do . 

•  Item  19 

• 

Estate  of  Ale*  Porliod,  also  known  as  Alexis  PerlifKl,  also  known  as  .\.  I’or¬ 
liod,  dec»*ased,  In  the  Suix-rior  Court  of  the  State  of  California;  in  and  for  the 
County  of  Fresno;  No.  17titi2. 

Item  to 

Same . . . . . _ - _ 

Aupusto  I’orliod.. . . . 

. do . 

Knianuek'  I'orlkKl . . . 

. do . 

Item  il 

Same.. . . . . . 

Itosalia  Champienz  and  her  children,  names  un¬ 
known. 

lios«'tta  IVdrxdti . . . . . 

,,--.do . 

Item  ti 

Same . 

-.---do . . . . . 

Item  t1 

FNtate  of  Fefruccio  Pedretti,  deceased,  in  the  Su|)erior  Court  of  the  State  of 
California,  in  and  for  the  county  of  .Alameda;  No.  H3182. 

Item  H 

Same . . . . . . . . 

Gina  Martinuee! . . 

. do . - . 

Aldo  Martinueei . . 

. do . 

Item  t5 

Same . . . . . 

Silvio  Martinueei . . . 

. do . 

Item  tG 

Same.j . 

Giovanni  Valenzino.. . . . 

. do . 

Item  17 

Estate  of  Secondo  V’alenzano,  deceased,  in  the  Superior  Court  of  the  State  of 
California,  in  and  for  tho  county  of  San  Mateo;  Xo.  12362. 

Item  ts 

Same _ _ _  _  _ _ 

_ do . . . . . ... 

. do . 

Item  t9 

Same _ _ _ _ _ _ _ _ _ _ 

Antonio  \'aleuzai,o . 

I 

Item  SO 

rolimin  4 
Sum  vesteil 


()•» 

».(« 

St. 'It 

9.  Cii 

it.di 

».0» 

n  w 

14  OtI 

14.  (Mt 

14.011 

14. no 

11  (N) 

11  no 

lant) 

in.  no 
in.  no 

10.  00 
10.00 

11  on 

1100 
13.  no 
20.00 

15.  00 

8.(X> 

5.00 

5.00 

39.  (K) 

39.  0<t 
3'.t.  00 
39. (K) 
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NOTICES 


Exhibit  A— Conticucd 


Column  1 

Name 

Column  3 

Country  or  territory 

Column  3 

Action  or  proceeding 

Column  4 

Sum  vested 

C3lu»*ppf  Boriflli . . . 

lUly . 

Item  SI 

Estate  of  Pietro  Bonelli,  deoea.sed,  in  the  Superior  Court  of  the  State  of  Cali¬ 
fornia,  in  and  for  tlie  city  and  county  of  San  Francisco;  No.  060V.*>. 

JS.nO 

Glovatini  Bom'lli . . . 

lltm  St 

Same . . . . . . . . . . . 

8.01) 

lUm  SS 

San.e _  ..  .  . . . . . 

8.00 

.....do . 

1  Item  Si 

8.00 

. do.-.- . 

1  Item  S5 

Estate  of  John  Torre,  deceased,  in  the  Superior  Court  of  the  State  of  California, 
j  in  and  lor  the  county  of  Alameda;  No. 

Item  S>i 

1  .''amc . . . . . . . . 

12.00 

. do . 

12.110 

-----do . 

Items? 

I  .Same . . . . 

12.  oO 

_ .do . 

• 

j  Item  SS 

Estate  of  Luigi  Ricci,  also  known  as  Louie  Ricci,  <i«‘C('a.se<1,  in  the  Superior 
j  Court  of  the  State  of  California,  in  and  for  the  county  of  Sonoma;  No.  ITOWt. 

1  ,  Item  S9 

.■^ame..... . . . . 

2tV(N) 

.....do . . . . . 

10  OnT 

. do..' . 

1  Item  Ifi 

1  .‘-ame... . . . . . . 

10.  (») 

1 

. do . .* . * 

Item  it 

Elstate  of  Henry  L.  Choistry,  deoea-si  d.  in  the  .Su|B>rior  Court  of  the  State  of 
California,  in  and  for  the  county  of  Los  .Angeles;  No.  227,377. 

Item  ii 

Estate  of  ('arlo  Elinanuele  RafT«'tto,  also  known  as  Carlo  RafTetto,  also  known 

78.  00 

. do...... . . 

153.  tn 

R(»sa  f*HrtH>nr  also  known  as  Zita  C'arbonc  or  Issuo 

. do . 

as  C.  KatTetto,  also  known  as  Chark>s  RafTetto,  <leci'a.wd,  in  the  Su|H'rior 
Court  of  the  State  of  California,  in  and  for  the  city  and  county  of  San  Fran¬ 
cisco:  No.  70hCH. 

Item  JT 

Esiatc  of  Emanuele  F.  Simoninl,  dect  asi  d,  in  the  Suta  rior  Court  of  the  State 

MIX) 

of  Kosa  CartKMM-,  also  known  as  Zita  Carlkiiu:  or 
Oft’sU'  CarlKMtc  and  Anei-lo  ('arbonc. 

. do . 

of  California,  in  and  fur  the  county  of  Solano;  No.  620i. 

Item  a 

Estate  of  Quintilio  Iiinoocuti,  deceased,  in  the  Siiia  rior  Court  of  the  State  of 

8t  tup 

California,  in  and  for  the  city  and  county  of  .San  Francisco;  No.  liSKil. 

(F.  R.  Doc.  47-3249; 

Filed,  Apr.  3,  1947;  8:47  a.  m.J 

(Vesting  Order  8543) 

F^edepich  Wilhelm  Rill 

In  re:  Stock  owned  by  Frederich  Wil¬ 
helm  Rill.  F-28-5851-D-1/2. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  is  hereby  found: 

1.  That  Frederich  Wilhelm  Rill,  whose 
last  known  address  is  Schneebergstrasse 
1.  Lindau,  Bodensee,  Germany,  is  a  resi¬ 
dent  of  Germany  and  a  national  of  a 
designated  enemy  country  (Germany) ; 

2.  That  the  property  described  as  fol¬ 
lows  : 

a.  Fifty  (50)  shares  of  no  par  value 
common  capital  stock  of  General  Elec¬ 
tric  Company,  1  River  Road,  Schnectady, 
New  York,  a  corporation  organized  under 
the  laws  of  the  State  of  New  York,  evi¬ 
denced  by  certificate  number  NYD- 
516514,  registered  in  the  name  of  Fred¬ 
erich  Wilhelm  Rill,  together  with  all  de¬ 
clared  and  unpaid  dividends  thereon, 
and 

b.  Eight  (8)  shares  of  no  par  value 
common  capital  stock  of  Radio  Corpora¬ 
tion  of  America,  30  Rockefeller  Plaza, 


New  York,  New  York,  a  corporation  or¬ 
ganized  under  the  laws  of  the  State  of 
Delaware,  evidenced  by  certificate  num¬ 
ber  FW02411,  registered  in  the  name  of 
Frederich  Wilhelm  Rill,  together  with  all 
declared  and  unpaid  dividends  thereon, 

is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on  ac¬ 
count  of,  or  owing  to,  or  which  is  evi¬ 
dence  of  ownership  or  control  by,  the 
aforesaid  national  of  a  designated  enemy 
country  (Germany) ; 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
within  a  designated  enemy  country,  the 
national  Interest  of  the  United  States 
requires  that  such  person  be  treated  as 
a  national  of  a  designated  enemy  coun¬ 
try  (Germany). 

All  determinations  and  all  action  re¬ 
quired  by  law.  including  appropriate  con¬ 
sultation  and  certification,  having  been 
made  and  taken,  and,  it  being  deemed 
necessary  in  the  national  Interest, 

There  is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  property 
described  above,  to  be  held,  used,  admin¬ 


istered,  liquidated,  sold  or  otherwi.se  dealt 
within  the  interest  of  and  for  the  benefit 
of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  25,  1947. 

,  For  the  Attorney  General. 

[SEAL]  Donald  C.  Cook, 

Director. 

[F.  R.  Doc.  47-3246;  Filed,  Apr.  3,  1947; 
8:46  a.  m.J 


(Vesting  Older  CE  375) 

Costs  and  Expenses  Incurred  in  Certain 
Actions  or  Proceedings  in  Certain 
California  Courts 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9783,  and  pursuant  to  law, 
after  investigation,  it  having  been  found: 

1,  That  each  of  the  persons  named  in 
Column  1  of  Exhibit  A.  attached  hereto 
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and  by  reference  made  a  part  hereof,  was 
a  person  within  the  designated  enemy 
country  or  the  enemy-occupied  territory 
identified  in  Column  2  of  said  Exhibit 
A  opposite  such  person’s  name; 

2.  That  it  was  in  the  interest  of  the 
United  States  to  take  measures  in  con¬ 
nection  with  representing  each  of  said 
persons  in  the  court  or  administrative 
action  or  proceeding  identified  in  Col¬ 
umn  3  of  said  Exhibit  A  opposite  such 
person’s  name,  and  such  measures  hav¬ 
ing  been  taken; 

3.  That,  in  taking  such  measures  in 
each  of  such  actions  or  proceedings,  costs 


and  expenses  have  been  incurred  in  the 
amount  stated  in  Column  4  of  said  Ex¬ 
hibit  A  opposite  the  action  or  proceed¬ 
ing  identified  in  Column  3  of  said  Ex¬ 
hibit  A; 

Now,  therefore,  there  is  hereby  vested 
in  the  Attorney  General  of  the  United 
States,  to  be  used  or  otherwise  dealt  with 
in  the  interest  of  and  for  the  benefit  of 
the  United  States,  interests  in  the  prop¬ 
erty  which  said  persons  obtain  or.  are 
determined  to  have  as  a  result  of  said 
actions  or  proceedings  in  amounts  equal 
to  the  sums  stated  in  Column  4  of  said 
Exhibit  A. 


The  term  “designated  enemy  country’’ 
as  used  herein  shall  have  the  meaning 
prescribed  in  section  10  of  Executive  Or¬ 
der  9193,  as  amended.  The  term  "enemy- 
occupied  territory”  as  used  herein  shall 
have  the  meaning  prescribed  in  Rules  of 
Procedure,  OflBce  of  Alien  Property. 
§  501.6  (8  CFR,  Cum.  Supp.,  503.6). 

Executed  at  Washington,  D.  C.,  on 
March  31,  1947. 

For  the  Attorney  General. 

[SEAL]  Donald  C.  Cook, 

Director. 


Exhibit  .A 


Column  1 

Column  2 

Column  3 

Column  4 

Name 

Country  or  territory 

Action  or  proceeding 

Sum  vested 

Itfm  1 

Italy . 

Estate  of  Antonio  Ixiuis  Robust ellini.  also  known  as  Antonin  Luigi  Robustcl- 

M.'.  (Ml 

lini,  also  known  as  Luigi  Rohu.siellini.  also  known  as  I.K>uis  Robustellini.  also 
known  as  Louis  .A.  Robustellini,  also  known  as  Louis  Antonio  Robustellini, 
also  known  as  I»uis  Robustelli,  also  known  as  Luigi  Robustclli,  deceased, 
Sujx“rior  Court,  Nevada  County,  Calif.;  No.  4368. 

. do . 

Item  i 

Same . . . 

a.v  no 

lltm  S 

Cosarina  .Mikhiorl . 

Estate  of  .Adriano  Melchiori,  also  known  as  .A.  Melchiori,  also  known  as 
.Adrian  Melchori,  also  known  a.s  Adrian  .Melchior,  decease<l,SuiHrior  Court, 
Nevada  County,  Calif.;  No.  4119. 

2.'.  iiO 

....  ilo . -  - . 

Item  4 

2.'.  (K) 

Item  5 

.Antonina  Gioia . 

Estate  of  I'ietro  Gioia,  decea.se<l,  Superior  Court,  Los  .Angeles  Countv,  Calif.; 
No.  aAtiT-ni. 

Item  6 

61.  no 

. do . 

Esta'e  of  Olinto  Honinl.  deceased,  Superior  Court,  city  ainl  county  of  San 
Franci-sco,  Calif.;  .No.  9T398. 

Item  7 

2.",  Ill) 

K.statc  of  .All>ert  Ronini,  decc.a.si'd,  Suf)erior  Court,  city  and  county  of  San 
Francisco,  Calif.;  .No.  98444. 

2j.no 

[F.  R.  Doc.  47-3252; 

Filed,  Apr,  3,  1947;  8:47  a.  m.J 

[Vesting  Order  8546] 

18245,  presently  in  the  possession  of  the  administered,  liquidated,  sold 

or  other- 

Frida  Nakasa  et  al. 

In  re:  Watch  owned  by  Frieda  Nakasa, 
also  known  as  Frida  Lucie  Nakasa.  and 
the  personal  representatives,  heirs,  next 
of  kin,  legatees  and  distributees  of 
Miyanosuka  Nakasa.  also  known  as  M. 
Nakasa,  deceased. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act.  as  amended.  Execu¬ 
tive  Order  9193,  as  amended,  and  Execu¬ 
tive  Order  9788,  and  pursuant  to  law, 
after  investigation,  it  is  hereby  found: 

1.  That  Frieda  Nakasa.  also  known  as 
Frida  Lucie  Nakasa,  whose  last  known 
address  is  25  Alter  Steinweg,  Hamburg, 
Germany,  is  a  resident  of  Germany  and 
a  national  of  a  designated  enemy  coun¬ 
try  (Germany) ; 

2.  Thatr  the  personal  representatives, 
heirs,  next  of  kin,  legatees  and  distribu¬ 
tees  of  Miyanosuke  Nakasa,  also  known 
as  M.  Nakasa,  deceased,  who  there  is 
reasonable  cause  to  believe  are  residents 
of  Germany,  are  nationals  of  a  desig¬ 
nated  enemy  country  (Germany) ; 

3.  That  the  property  described  as  fol¬ 
lows:  One  yellow  metal  “Lanco”  man’s 
watch,  whose  case  bears  the  number 


Attorney  General  of  the  United  States, 

is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  deliv¬ 
erable  to,  held  on  behalf  of  or  on  account 
of,  or  owing  to,  or  which  is  evidence  of 
ownership  or  control  by,  the  aforesaid 
nationals  of  a  designated  enemy  country 
(Germany) ; 

and  it  Is  hereby  determined: 

4.  That  to  the  extent  that  Frieda 
Nakasa,  also  known  as  Frida  Lucie 
Nakasa.  and  the  personal  representa¬ 
tives,  heirs,  next  of  kin,  legatees  and 
distributees  of  Miyanosuke  Nakasa,  also 
known  as  M.  Nakasa.  deceased,  are  not 
within  a  designated  enemy  country,  the 
national  interest  of  the  United  States  re¬ 
quires  that  such  persons  be  treated  as 
nationals  of  a  designated  enemy  country 
(Germany). 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate 
consultation  and  certification,  having 
been  made  and  taken,  and.  it  being 
deemed  necessary  in  the  national  in¬ 
terest,  ^ 

There  Is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 


wise  dealt  with  in  the  interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall 
have  the  meanings  prescribed  in  section 
10  of  Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  27,  1947. 

For  the  Attorney  General. 

[SEAL] 


Donald  C.  Cook, 
Director. 


|F.  R.  Doc. 


47-3248;  Filed,  Apr. 
8:46  a.  m.] 


3,  1947; 


I  Vesting  Order  8496) 

John  Walch 

In  re:  Stock  owned  by  John  Walch. 
F-28-22287-D-1.  F-2&-22287-D-2. 

Under  the  authority  of  the  Trading 
with  the  Enemy  Act,  as  amended.  Ex¬ 
ecutive  Order  9193,  as  amended,  and 
Executive  Order  9788,  and  pursuant  to 
law,  after  investigation,  it  is  hereby 
found: 
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NOTICES 


1.  That  John  Walch,  whose  last  known 
address  is  Germany.  Is  a  resident  of 
Germany  and  a  national  of  a  designated 
enemy  country  (Germany) ; 

2.  That  the  property  described  as  fol¬ 
lows: 

a.  Five  (5)  shares  of  $100.00  par  value 
6*2%  cumulative  preferred  capital  stock 
of  Empire  Gas  and  Fuel  Company,  60 
Wall  Street,  New  York  5,  New  York,  a 
corporation  organized  under  the  laws  of 
the  State  of  Delaware,  evidenced  by  a 
certificate  numbered  2920,  and  registered 
in  the  name  of  John  Walch,  together 
W’ith  all  declared  and  unpaid  dividends 
thereon,  and  all  rights  thereunder  and 
thereto,  including  particularly  the  right 
of  redemption, 

b.  Twenty-one  (21)  shares  of  $10.00 
par  value  common  capital  stock  of  Cities 
Service  Company,  60  Wall  Street,  New 
York  5,  New  York,  a  corporation  organ¬ 
ized  under  the  laws  of  the  State  of 
Delaware,  evidenced  by  a  certificate 
numbered  57906,  and  registered  in  the 
name  of  John  Walch,  together  with  all 
declared  and  unpaid  dividends  thereon, 

c.  Seven  (7)  shares  of  no  par  value 
$6.00  cumulative  preferred  capital  stock 
of  Cities  Service  Comp>any,  60  Wall 
Street,  New  York  5,  New  York,  a  cori>ora- 
tion  organized  under  the  laws  of  the 
State  of  Delaware,  evidenced  by  a  certifi¬ 
cate  numbered  85725,  and  registered  in 
the  name  of  John  Walch,  together  with 
all  declared  and  unpaid  dividends  there¬ 
on,  and 

d.  Four  (4)  shares  of  no  par  value 
$6.00  cumulative  preference  BB  capital 
stock  of  CJities  Service  Company,  60  Wall 
Street,  New  York  5,  New  York,  a  corpo¬ 
ration  organized  under  the  laws  of  the 
State  of  Delaware,  evidenced  by  a  certifi¬ 
cate  numbered  795,  and  registered  in  the 
name  of  John  Walch,  together  with  all 
declared  and  unpaid  dividends  thereon. 

Is  property  within  the  United  States 
owned  or  controlled  by,  payable  or  de¬ 
liverable  to,  held  on  behalf  of  or  on 
account  of,  or  owing  to,  or  which  is  evi¬ 
dence  of  ownership  or  control  by,  the 
aforesaid  national  of  a  designated  enemy 
country  (Germany); 

and  it  is  hereby  determined: 

3.  That  to  the  extent  that  the  person 
named  in  subparagraph  1  hereof  is  not 
within  a  designated  enemy  country,  the 
national  interest  of  the  United  States 
requires  that  such  person  be  treated  as  a 
national  of  a  designated  enemy  country 
(Germany). 

All  determinations  and  all  action  re¬ 
quired  by  law,  including  appropriate  con¬ 
sultation  and  certification,  having  been 
made  and  taken,  and.  it  being  deemed 
necessary  in  the  national  interest. 

There  is  hereby  vested  in  the  Attorney 
General  of  the  United  States  the  prop¬ 
erty  described  above,  to  be  held,  used, 
administered,  liquidated,  sold  or  other¬ 
wise  dealt  with  in  the  Interest  of  and  for 
the  benefit  of  the  United  States. 

The  terms  “national”  and  “designated 
enemy  country”  as  used  herein  shall  have 
the  meanings  prescribed  in  section  10  of 
Executive  Order  9193,  as  amended. 

Executed  at  Washington,  D.  C.,  on 
March  20,  1947. 


For  the  Attorney  General. 

ISEALl  Donald  C.  Cook, 

Director. 

(F.  R.  Doc.  47-3244:  Piled.  Apr.  3.  1947; 
8:46  a.  m.] 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 
Alaska 

AIR-N/A’IGATION  SITE  WITHDRAWAL  NO.  139 
REDUCED ' 

The  order  of  the  Assistant  Secretary 
of  the  Interior  dated  March  29,  1940, 
withdrawing  certain  tracts  of  public  land 
in  Alaska  for  the  use  of  the  Alaska  Road 
Commission  in  the  maintenance  of  air- 
navigation  facilities,  is  hereby  revoked 
so  far  as  it  affects  the  following  lands 
described  by  metes  and  bounds: 

Beginning  at  Corner  No.  1,  which  is  iden¬ 
tical  with  Corner  No.  4  of  U.  S.  Survey  No. 
397  at  Tanana,  in  approximate  latitude  65' 
10'  N.,  longitude  152‘’04'  W.:  thence  from 
said  Corner  No.  1,  by  metes  and  bounds,  S. 
39*37'  E.  1,300  feet  to  Corner  No.  2:  N. 
82*18'  E.  4,491.6  feet  to  Corner  No.  3:  North 
4,679  feet  to  Corner  No.  4:  West  6,280  feet  to 
Corner  No.  6  on  line  4-5  of  U.  S.  Survey  No. 
397:  South  4,279.4  feet  along  line  4-5  of 
Survey  No.  397  to  Corner  No.  1,  the  place 
of  beginning. 

The  tract  as  described  contains  599.8  acres. 

This  order  shall  not  otherwise  become 
effective  to  change  the  status  of  such 
lands  until  10:00  a.  m.  on  May  23.  1947. 

At  that  time  the  lands  shall  become 
subject  to  settlement  and  other  forms  of 
appropriation  in  accordance  with  the 
applicable  public  land  law's  and  regula¬ 
tions. 

This  land  lies  adjacent  to  and  north 
of  the  Yukon  River  at  Tanana  Village 
and  is  about  four  (4)  miles  to  the  west 
of  the  junction  of  the  Yukon  and  Ta¬ 
nana  Rivers.  The  land  is  in  general 
level  and  supports  only  a  sparse  cover  of 
vegetation. 

fSEALl  C.  Girard  Davidson, 

Assistant  Secretary  of  the  Interior. 

March  21,  1947. 

(F.  R.  Doc.  47-3214:  Filed,  Apr.  3,  1947: 

8:46  a.  m.] 


Oregon 

TIMBER  PRESERVATION  AREA  Ei^IABLISHED 

By  virtue  of  the  authority  contained 
in  the  act  of  August  28,  1937,  50  Stat. 
874,  it  is  ordered  as  follows: 

Subject  to  valid  existing  rights  and 
existing  withdrawals,  the  following-de¬ 
scribed  revested  Oregon  and  California 
Railroad  grant  lands  are  hereby  classi¬ 
fied  as  timber  lands  and  reserved  for 
administration  by  the  Bureau  of  Land 
Management,  as  a  timber  preservation 
area,  and  for  the  protection  of  their  rec¬ 
reational  and  scenic  values: 

WiLLAMmc  Meridian 
T.  1  S.,  R.  5  E., 

Sec.  1,  lots  3  and  4; 

Sec.  3,  lot  1. 

The  areas  described  aggregate  113.05  acres. 


Trees  may  be  cut  only  under  the  su¬ 
pervision  of  the  Regional  Administrator, 
Bureau  of  Land  Management,  as  and 
when  deemed  necessary  in  order  that  the 
reserved  area  may  be  maintained  prop¬ 
erly. 

[SEAL]  C.  Girard  Davidson, 

Assistant  Secretary  of  the  Interior. 

March  18.  1947. 

(F.  R.  Doc.  47-3215:  Piled,  Apr.  3,  1947: 
8:46  a.  m.) 


Oregon 

NOTICE  FOR  FILING  OBJECTIONS  TO  THE  ORDER 

ESTABLISHING  A  TIMBER  PRESERVATION 

AREA 

Notice  is  hereby  given  that  for  a  period 
of  30  days  from  the  date  of  publication 
of  this  notice,  persons  having  cause  to 
object  to  the  terms  of  the  order  of  March 
18,  1947,  withdrawing  lots  3  and  4,  sec.  1. 
and  lot  1,  sec.  3.  T.  1  S.,  R.  5  E..  W.  M . 
Oregon,  which  are  revested  Oregon  and 
California  Railroad  grant  lands,  for  ad¬ 
ministration  by  the  Bureau  of  Land  Man¬ 
agement,  as  a  timber  preservation  area, 
may  present  their  objections  to  the  Sec¬ 
retary  of  the  Interior.  Such  objections 
should  be  in  writing,  should  be  addres.sed  ^ 
to  the  Secretary  of  the  Interior,  and 
should  be  filed  in  duplicate  in  the  De  ¬ 
partment  of  the  Interior,  Washington 
*25,  D.  C. 

In  case  any  objection  is  filed  and  the 
nature  of  the  opposition  is  such  as  to 
warrant  it,  a  public  hearing  will  be  held 
at  a  convenient  time  and  place,  which 
will  be  announced,  where  opponents  to 
the  order  may  state  their  views  and 
where  the  proponents  of  the  order  can 
explain  its  purpose,  intent  and  extent. 
Whether  or  not  a  hearing  is  held,  notice 
of  the  determination  by  the  Secretary 
as  to  whether  the  order  should  be  re¬ 
scinded,  modified  or  let  stand  will  be 
given  to  all  Interested  parties  of  record 
and  the  general  public. 

[seal!  C.  Girard  Davidson, 

Assistant  Secretary  of  the  Interior. 

March  18.  1947. 

(P.  R.  Doc.  47-3216:  Filed,  Apr.  3,  1947: 

8:46  a.  m.| 

DEPARTMENT  OF  AGRICULTURE 

Production  and  Marketing 
Administration 

[P.  &  S.  Docket  No.  1510] 

Essex  County  Coop  Co. 

NOTICE  OF  petition  FOR  EXTENSION  OF 
TEMPORARY  RATES 

Pursuant  to  the  provisions  of  tbe 
Packers  and  Stockyards  Act.  1921,  as 
amended  (7  U.  S.  C.  181  et  seq.) .  the  Sec¬ 
retary  of  Agriculture  on  April  5,  1946. 
Issued  an  order  requiring  the  respond¬ 
ent  to  increase  its  rates  for  the  rental  of 
chicken  coops  from  48  cents  to  68  cents 
and  for  turkey  coops  from  65  cents  to  85 
cents  for  a  period  of  one  year  from  the 
date  of  that  order. 

By  petition  filed  on  March  26,  1947, 
the  respondent  has  requested  that  the 
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rates  and  charges  provided  for  In  said 
order  of  April  5,  1946.  be  extended  for  a 
further  period  of  at  least  one  year. 

It  appears  that  public  notice  should 
be  given  of  the  filing  of  such  petition  in 
order  that  all  Interested  persons  may 
have  an  opportunity  to  be  heard  in  the 
matter. 

Now.  therefore,  notice  is  hereby  given 
to  the  public  and  to  all  interested  per¬ 
sons  of  the  filinlg  of  such  petition  for  ex¬ 
tension  of  temporary  rates. 

All  Interested  persons  who  desire  to 
be  heard  upon  the  matter  requested  in 
said  petition  shall  notify  the  Hearing 
Clerk.  United  States  Department  of  Ag¬ 
riculture.  Washington  25.  D.  C..  within 
15  days  from  the  date  of  the  publication 
of  this  notice. 

Copies  hereof  shall  be  served  upon  the 
respondent  by  registered  mail  or  in  per¬ 
son. 

Done  at  Washington.  D.  C.,  this  31st 
day  of  March  1947. 

fSEAL]  H.  E.  Reed. 

Director,  Livestock  Branch. 

|F.  R.  Doc.  47  3240;  Filed.  Apr.  3.  1947; 

8:43  a.  m.] 


FEDERAL  COMMUNICATIONS 
COMMISSION 

[Designation  Order  81 

Design.ation  of  Motions  Commissioner 
■  .  For  April  5  947 

At  a  ses.sion  of  the  Federal  Communi¬ 
cations  Commission  held  at  its  offices  in 
Wa.shington.  D.  C.  on  the  27th  day  of 
Marclvl947; 

It  is  ordered,  Purr.uant  to  §  1.111  of 
the  Commission’s  rules  and  regulations, 
that  E.  K.  Jett.  Commissioner,  be,  and 
he  is  hereby  designated  as  Motions  Com¬ 
missioner,  for  the  month  of  April  1947. 

It  is  further  ordered,  Tnat  in  the  event 
.said  Motions  Commissioner  is  unable  to 
act  during  any  part  of  said  period  the 
Chairman  or  Acting  Chairman  will  des¬ 
ignate  a  substitute  Motions  Commis¬ 
sioner. 

I  SEAL  1  Federal  Communic.ations 

Commission. 

T.  J.  Slowie, 

Secretary. 

IF.  R.  Doc.  47-3253;  Filed.  Apr.  3.  1947; 
8:46  a.'m.] 


[Docket  Nos.  8176,  8177,  8265) 
Terrell  Broadcast  Corp.  et  al. 

ORDER  DESICN.ATING  APPLICATION  FOR  CON¬ 
SOLIDATED  HEARING  ON  STATED  ISSUES 

In  re  applications  of  Terrell  Broadcast 
Corporation,  Terrell.  Texas.  Docket  No. 

8176.  File  No.  BP-5778;  Burton  V.  Ham¬ 
mond,  Jr.,  Denison.  Texas,  Docket  No. 

8177,  Pile  No.  BP-578G;  Conn  &  Cope, 
d  b  as  Donison-Texoma  Broadcasting 
Company,  a  partnership  composed  of 
Fred  Conn  and  Millard  Cope  Denison, 
Texas,  Docket  No.  8235,  File  No.  BP-5403; 
for  construction  permits. 

At  a  .ses.sion  of  the  Federal  Commu¬ 
nications  Commission,  held  at  its  offices 
No.  67 - 9 


In  Washington.  D.  C.,  on  the  27th  day  of 
March  1947; 

The  Commission  having  under  consid¬ 
eration  the  above-entitled  application  of 
Conn  &  Cope,  doing  business  as  Denison- 
Texoma  Broadcasting  Company,  a  part¬ 
nership  composed  of  Fred  Conn  and  Mil¬ 
lard  Cope,  requesting  a  permit  to  con¬ 
struct  a  new  standard  broadcast  station 
to  operate  on  1250  kc,  1  kw  power,  day¬ 
time  only  at  Denison.  Texas;  and  also 
having  under  consideration  a  petition 
filed  on  March  14,  1947,  by  Burton  V. 
Hammond,  Jr.,  requesting  that  said  ap¬ 
plication  be  designated  for  hearing  in  the 
consolidated  proceeding  involving  the 
other  two  applications  named  above; 

It  appearing,  that  the  Commission  on 
March  6,  1947,  designated  for  hearing  in 
a  con-solidated  proceeding  the  applica¬ 
tions  of  Terrell  Broadcast  Corporation 
(File  No.  BP-5778;  Docket  No.  8176)  re¬ 
questing  a  construction  permit  for  a  new 
standard  broadcast  station  to  operate  on 
1220  kc.  250  w  power,  daytime  only  at 
Terrell.  Texas,  and  Burton  V.  Hammond, 
Jr.,  (File  No.  BP-5786;  Docket  No.  8177) 
requesting  a  construction  permit  for  a 
new  standard  broadcast  station  to  oper¬ 
ate  on  1220  kc,  1  kw  power,  daytime  only 
at  Deni.son,  Texas. 

It  is  ordered.  That  the  said  petition  of 
Burton  V.  Hammond.  Jr.,  be,  and  it  is 
hereby,  granted  and  that,  pursuant  to 
section  309  (a)  of  the  Communications 
Act  of  1934,  as  amended,  the  said  appli¬ 
cation  of  Conn  &  Cope,  d/b  as  Denison- 
Texoma  Broadcasting  Company  be,  and 
it  is  hereby,  designated  for  hearing  in 
the  above  consolidated  proceeding, 
§  1.857  of  the  Commission’s  rules  and 
regulations  not  being  applicable,  at  a 
time  and  place  to  be  designated  by  sub¬ 
sequent  order  of  the  Commission,  upon 
the  following  issues: 

1.  To  determine  the  legal,  technical, 
financial,  and  other  qualifications  of  the 
applicant  partnership  and  the  partners 
to  construct  and  operate  the  proposed 
station. 

2.  To  determine  the  areas  and  popula¬ 
tions  which  may  be  expected  to  gain 
primary  service  from  the  operation  of 
the  propo.sed  station  and  the  character 
of  other  broadcast  service  available  to 
tho.se  areas  and  populations. 

3.  To  determine  the  type  and  character 
of  program  service  proposed  to  be  ren¬ 
dered  and  whether  it  would  meet  the 
requirements  of  the  populations  and 
areas  proposed  to  be  served. 

4.  To  determine  whether  the  operation 
of  the  proposed  station  would  involve 
objectionable  interference  with  station 
KVSO,  Ardmore,  Oklahoma,  or  with  any 
other  existing  broadcast  stations  and,  if 
so,  the  nature  and  extent  thereof,  the 
areas  and  populations  affected  thereby, 
and  the  availability  of  other  broadcast 
service  to  such  areas  and  populations. 

5.  To  determine  whether  the  operation 
of  the  proposed  station  would  involve 
objectionable  interference  with  the  serv¬ 
ices  proposed  in  the  pending  application 
of  Burton  V.  Hammond  (File  No,  BP- 
5786;  Docket  No.  8177)  or  in  any  other 
pending  applications  for  broadca.st  facili¬ 
ties  and,  if  so.  the  nature  and  extent 
thereof,  the  areas  and  populations  af¬ 
fected  thereby,  and  the  availability  of 
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other  broadcast  service  to  such  areas  and 
populations. 

6.  To  determine  whether  the  installa¬ 
tion  and  operation  of  the  proposed  sta¬ 
tion  would  be  in  compliance  ,with  the 
Commission’s  rules  and  Standards  of 
Good  Engineering  Practice  Concerning 
Standard  Broadcast  Stations. 

7.  To  determine  on  a  comparative  basis 
which,  if  any,  of  the  applications  in  this 
consolidated  proceeding  should  be 
granted. 

It  is  further  ordered.  That  the  order 
of  the  Commission  dated  March  6,  1947 
designating  the  applications  of  Terrell 
Broadcast  Corporation  and  Burton  V. 
Hammond,  Jr.,  for  hearing  in  a  consoli¬ 
dated  proceeding,  be,  and  It  is  hereby, 
amended  to  include  the  application  of 
Conn  &  Cope,  d/b  as  Denison-Texoma 
Broadcasting  Company,  and  to  change 
Issue  No.  7  of  said  order  to  read  as  Issue 
No.  7  stated  above; 

It  is  further  ordered,  'That  John  F. 
Easley,* licensee  of  station  KVSO.  Ard¬ 
more.  Oklahoma,  be,  and  he  is  hereby, 
made  a  party  to  this  proceeding. 

By  the  Commi.<?sion, 

fsEAL]  T.  J.  Slowie, 

Secretary. 

[F.  R.  Doc.  47-3256;  Filed,  Apr.  3,  1947; 

8:46  a.  m.) 


[Docket  No.  8254] 

Mt.  Pleasant  Broadcasting  Co. 

ORDER  designating  APPLICATION  FOR  CON¬ 
SOLIDATED  HE.ARINC  ON  STATED  ISSUES 

In  re  application  of  Winston  O,  Ward 
db/as  Mt.  Pleasant  Broadcasting  Com¬ 
pany,  Mt.  Pleasant,  Texas,  docket  No. 
8254,  File  No,  BP-5439;  for  construction 
permit. 

At  a  session  of  the  Federal  Communi¬ 
cations  Commis.sion,  held  at  its  offices  in 
Washington,  D.  C.,  on  the  27th  day  of 
March  1947; 

The  Commission  having  under  consid¬ 
eration  the  above-entitled  application  of 
Winston  O.  Ward  db/as  Mt.  Pleasant 
Broadcasting  Company,  requesting  a 
construction  permit  for  a  new  standard 
broadcast  station  to  operate  on  1340  kc, 
250  w  power,  unlimited  time,  at  Mt. 
P'easant,  Texas; 

It  is  ordered.  That,  pursuant  to  section 
309  (a)  of  the  Communications  Act  of 
1934,  as  amended,  the  said  application 
of  Winston  O.  Ward  db/as  Mt.  Pleasant 
Broadcasting  Company  be,  and  it  is  here¬ 
by,  designated  for  hearing  at  a  time  and 
place  to  be  designated  by  subsequent 
order  of  the  Commission,  upon  the  fol¬ 
lowing  issues: 

1.  To  determine  the  legal,  technical, 
financial,  and  other  qualifications  of  the 
applicant  to  construct  and  operate  the 
proposed  station. 

2.  To  determine  the  areas  and  popula¬ 
tions  which  may  be  expected  to  gain 
or  lose  primary  service  from  the  oper¬ 
ation  of  the  propo.sed  station  and  the 
character  of  other  broadcast  service 
available  to  those  areas  and  populations. 

3.  To  determine  the  type  and  charac¬ 
ter  of  program  service  proposed  to  be 
rendered  and  whether  it  would  meet  the 
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NOTICES 


requirements  of  the  populations  and 
areas  proposed  to  be  served. 

4.  To  determine  \\diether  the  operation 
of  the  proposed  station  would  involve 
objectionable  interference  with  stations 
KAND,  Corsicana,  Texas,  KRMD,  Shreve¬ 
port,  Lousiana,  or  with  any  other  existing 
broadcast  stations  and,  if  so,  the  nature 
and  extent  thereof,  the  areas  and  popu¬ 
lations  affected  thereby,  and  the  avail¬ 
ability  of  other  broadcast  service  to  such 
areas  and  populations. 

5.  To  determine  whether  the  operation 
of  the  proposed  station  would  involve  ob¬ 
jectionable  interference  with  the  services 
proposed  in  any  pending  applications  for 
broadcast  facilities  and,  if  so,  the  nature 
and  extent  thereof,  the  areas  and  popu¬ 
lations  affected  thereby,  and  the  availa¬ 
bility  of  other  broadcast  service  to  such 
areas  and  populations. 

6.  To  determine  whether  the  installa¬ 
tion  and  operation  of  the  proposed  sta¬ 
tion  would  be  in  compliance  with  the 
Commission’s  rules  and  Standards  of 
Good  Engineering  Practice  Concerning 
Standard  Broadca.st  Stations. 

It  is  hereby  ordered  that  Alto,  Inc., 
licensee  of  Station  KAND,  Corsicana, 
Texas,  and  T.  B.  Lanford,  R.  M.  Dean, 
Mrs.  T.  B.  Lanford,  Sr.,  and  Mrs.  R.  M. 
Dean,  a  partnership,  d/  b  as  Radio  Sta¬ 
tion  KRMD,  licensee  of  Station  KRMD, 
Shreveport,  Louisiana,  be,  and  they  are 
hereby,  made  parties  to  this  proceeding. 

Notice  is  hereby  given  that  §  1,857  of 
the  Commission’s  rules  and  regulations 
is  not  applicable  to  this  proceeding. 

By  the  Commission. 

fSEALl  T.  J.  Slowie. 

Secretary. 

IF.  R.  Doc.  47-3255:  Piled,  Apr.  3,  1947; 

8:46  a.  m.J 


2.  To  determine  the  areas  and  popula¬ 
tions  which  may  be  expected  to  gain  or 
lose  primary  service  from  the  operation 
of  the  proposed  station  and  the  charac¬ 
ter  of  other  broadcast  service  available 
to  those  areas  and  populations. 

3.  To  determine  the  type  and  charac¬ 
ter  of  program  service  proposed  to  be 
rendered  and  whether  it  would  meet  the 
requirements  of  the  populations  and 
areas  proposed  to  be  served. 

4.  To  determine  whether  the  opera¬ 
tion  of  the  proposed  station  would  involve 
objectionable  interference  with  station 
WLW,  Cincinnati,  Ohio,  or  with  any  other 
existing  broadcast  stations  and.  If  so,  the 
nature  and  extent  thereof,  the  areas  and 
populations  affected  thereby,  and  the 
availability  of  other  broadcast  service  to 
such  areas  and  populations. 

5.  To  determine  whether  the  operation 
of  the  proposed  station  would  involve  ob¬ 
jectionable  interference  with  the  services 
proposed  in  any  pending  application  for 
broadcast  facilities  and,  if  so,  the  nature 
and  extent  thereof,  the  areas  and  popu¬ 
lations  affected  thereby,  and  the  availa¬ 
bility  of  other  broadcast  service  to  such 
areas  and  populations. 

6.  To  determine  W’hether  the  In.stalla- 
tion  and  operation  of  the  proposed  sta¬ 
tion  would  be  in  compliance  with  the 
Commi.ssion’s  rules  and  Standards  of 
Good  Engineering  Practice  Concerning 
Standard  Broadcast  Station.':. 

It  is  further  ordered.  That  Crosley 
Broadcasting  Corporation,  licensee  of 
station  WLW,  Cincinnati,  Ohio,  be,  and 
it  is  hereby,  made  a  party  to  this  pro¬ 
ceeding. 

Notice  is  hereby  given  that  5  1.857  of 
the  Commi.ssion’s  rules  and  regulations 
is  not  applicable  to  this  proceeding. 

By  the  Commission. 

ISE.AL]  T.  J.  SLOWIE, 

Secretary. 


•  (Docket  No.  82661 

Heights  Bro.adc.asting  Co. 

ORDER  designating  APPLICATION  FOR  CON¬ 
SOLIDATED  HEARING  ON  STATED  ISSUES 

In  re  application  of  The  Heights  Broad¬ 
casting  Company,  Cleveland.  Ohio, 
Docket  No.  8266,  Pile  No.  BP-M12;  for 
construction  permit. 

At  a  session  of  the  Federal  Communi¬ 
cations  Commission,  held  at  its  offices  in 
Washington,  D.  C.,  on  the  27th_day  of 
March  1847; 

The  Commission  having  under  consid¬ 
eration  the  above-entitled  application  of 
The  Heights  Broadcasting  Company  for 
a  construction  permit  for  a*new  standard 
broadcast  station  to  operate  on  the  fre¬ 
quency  710  kc,  with  250  w  power,  daytime 
only,  at  Cleveland,  Ohio; 

It  is  ordered.  That,  pursuant  to  .section 
309  (a)  of  the  Communications  Act  of 
1934,  as  amended,  the  said  application 
be,  and  it  is  hereby,  designated’  for 
hearing  at  a  time  and  place  to  be  des¬ 
ignated  by  .subsequent  order  of  the  Com¬ 
mission,  upon  the  following  issues: 

1.  To  determine  the  legal,  technical, 
financial,  and  other  qualifications  of  the 
applicant  corporation,  its  officers,  direc¬ 
tors  and  stockholders  to  construct  and 
operate  the  proposed  station. 


|P.  R.  Doc.  47-3257;  Filed,  Apr.  3,  1947; 
8:47  a.  m.] 


[Docket  No.  8267) 

Crest  Broadcasting  Co.,  Inc. 

ORDER  DESIGNATING  APPLICATION  FOR  CON¬ 
SOLIDATED  HEARING  ON  STATED  ISSUES 

In  re  application  of  Crest  Broadcast¬ 
ing  Company.  Incorporated.  Pascagoula, 
Mis.‘:i.':sippi,  Docket  No.  8267,  Pile  No. 
BP-5422;  for  construction  permit. 

At  a  session  of  the  Federal  Communi¬ 
cations  Commis'sion,  held  at  its  offices  in 
Washington.  D.  C.,  on  the  27th  day  of 
March  1947; 

'The  Commission  having  under  con¬ 
sideration  the  above-entitled  application. 
of  Crest  Broadcasting  Company,  Incor¬ 
porated,  for  a  new  standard  broadcast 
station  to  operate  on  the  frequency  800 
kc,  with  250  w  power,  daytime  only,  at 
Pascagoula,  Mississippi; 

It  is  ordered.  That,  pursuant  to  section 
309  (a)  of  the  Communications  Act  of 
1934,  as  amended,  the  said  application  of 
Crest  Broadcasting  Company,  Incor¬ 
porated,  be,  and  it  is  hereby,  designated 
for  hearing  at  a  time  and  place  to  be 
designated  by  subsequent  order  of  the 
Commission,  upon  the  following  issues: 


1.  To  determine  the  legal,  technical, 
financial,  and  other  qualifications  of  the 
applicant  corporation,  its  officers,  direc¬ 
tors  and  stockholders  to  construct  and 
operate  the  proposed  station. 

2.  To  determine  the  areas  and  popula¬ 
tions  which  may  be  expected  to  gain 
primary  service  from  the  operation  of 
the  proposed  station  and  the  character 
of  other  broadcast  service  available  to 
those  areas  and  populations. 

3.  To  determine  the  type  and  charac¬ 
ter  of  program  service  proposed  to  be 
rendered  and  whether  it  would  meet  the 
requirements  of  the  populations  and 
areas  proposed  to  be  served. 

4.  To  determine  whether  the  opera¬ 
tion  of  the  proposed  station  would  in¬ 
volve  objectionable  interference  with 
any  existing  broadcast  stations  and,  if 
so,  the  nature  and  extent  thereof,  the 
areas  and  populations  affected  thereby, 
and  the  availability  of  other  broadcast 
service  to  such  areas  and  populations. 

5.  To  determine  whether  the  operation 
of  the  proposed  station  would  involve 
objectionable  interference  with  the  serv¬ 
ices  proposed  in  any  pending  applica¬ 
tions  for  broadcast  facilities  and,  if  so, 
the  nature  and  extent  thereof,  the  areas 
and  populations  affected  thereby,  and 
the  availability  of  other  broadcast  serv¬ 
ice  to  sUch  areas  and  populations. 

6.  To  determine  whether  the  opera¬ 
tion  of  the  propo.sed  station  would  de¬ 
liver  more  than  5  uv/m  ground  wave 
signal  at  the  nearest  point  on  the  Mexi¬ 
can  border  in  violation  of  the  provisions 
of  the  North  American  Regional  Broad¬ 
casting  Agreement. 

7.  To  determine  whether  the  installa¬ 
tion  and  operation  of  the  proposed  sta¬ 
tion  would  be  in  compliance  with  the 
Commission’s  rules  and  Standards  of 
Good  Engineering  Practice  Concerning 
Standard  Broadcast  Stations. 

Notice  is  hereby  given  that  §  1.857  of 
the  Commission’s  rules  and  regulations 
is  not  applicable  to  this  proceeding. 

By  the  Commission. 

[seal!  T.  j.  Slowie, 

Secretary. 

|F.  R.  Doc.  47-3254;  Filed,  Apr.  3,  1947; 

8:46  a.  m.J 


Florence  Broadcasting  Co. 

PUBLIC  NOTICE  CONCERNING  PROPOSED 
TRANSFER  OF  CONTROL  ‘ 

The  Commission  hereby' gives  notice 
that  on  March  19,  1947,  there  \^a.s  filed 
with  it  an  application  (BTC-543)  for  it-: 
consent  under  section  310  (b)  of  the 
Communications  Act  to  the  proposed 
transfer  of  control  of  Florence  Broad¬ 
casting  Company,  licensee  of  WOLS, 
from  M.  F.  Schnibben  to  Melvin  H.  Pur¬ 
vis.’  The  proposal  to  transfer  control 
arises  out  of  contracts  of  July  15,  1941 
and  January  21.  1947,  pursuant  to 
whfch  M.  F.  Schnibben  agrees  to  sell  to 
Melvin  H.  Purvis  his  500  shares  (50 
interest)  in  the  common  voting  $100  par 
value  stock  of  said  Florence  Broadcast- 


‘  §  1.321,  Part  I,  Rules  of  practice  and  pro¬ 
cedure. 
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iriK  Company  for  a  total  consideration  of 
$40,000  payable  in  cash  immediately  af¬ 
ter  the  approval  of  the  transfer  of  said 
stock  by  the  Federal  Communications 
Commission.  Further  information  as 
to  the  arrangements  may  be  found  with 
the  application  and  associated  papers 
which  are  on  file  at  the  offices  of  the 
Commission  in  Washington,  D.  C. 

On  July  25,  1946,  the  Commission 
adopted  §  1.3S8  (known  as  §  1.321  effec¬ 
tive  September  11,  1S46)  which  sets  out 
the  procedure  to  be  followed  in  such 
cases  including  the  requirement  for  pub¬ 
lic  notice  concerning  the  filing  of  the 
application.  Pursuant  thereto  the  Com¬ 
mission  W’as  advised  by  letter  on  March 
25,  1947,  that  starting  on  March  25, 1947, 
notice  of  the  filing  of  the  application 
would  be  inserted  in  the  Florence,  South 
Carolina,  Morning  News,  a  newspaper  of 
general  circulation  at  Florence,  South 
Carolina,  in  conformity  with  the  above 
rule. 

In  accordance  w'ith  the  procedure  set 
out  in  said  rule,  no  action  will  be  had 
upon  the  application  for  a  period  of  63 
days  from  March  25,  1947,  within  which 
time  other  persons  desiring  to  apply  for 
the  facilities  involved  may  do  so  upon 
the  same  terms  and  conditions  as  set 
forth  in  the  above  described  contract. 

(Sec.  310  (b».48  Stat.  1086;  47  U.  S.  C.  A. 
310  (b>) 

I  SEAL  1  Federal  Communic  ations 
Commission, 

T.  J.  Slowie, 

Secretary. 

|F,  R.  Doc.  47-3258:  Filed,  Apr.  3,  1947; 
8:47  a.  m.l 


St.ation  WIGM 

•  PUBLIC  NOTICE  CONCERNING  PROPOSED 
ASSIGNMENT  OF  LICENSE  ' 

The  Commission  hereby  gives  notice 
that  on  February  13,  1947  there  was  filed 
with  it  an  application  (BAL-588)  for  Its 
consent  under  section  310  (b)  of  the 
Communications  Act  to  the  proposed  as¬ 
signment  of  license  of  WIGM.  Medford. 
Wisconsin  from  George  P.  Meyer  to 
Dairyland’s  Broadcasting  Service,  Incor¬ 
porated.  The  propo.'^al  to  assign  the 
license  arises  out  of  a  contract  of  Decem¬ 
ber  14.  1946  pursuant  to  which  George  F. 
Meyer  agrees  to  sell  to  Dairyland’s 
Broadcasting  Service,  Incorporated  all 
the  a.ssets  and  station  properties  (tech¬ 
nical  and  non-technical)  of  station 
WIGM  for  a  total  consideration  of  $30.- 
000  payment  to  be  made  upon  delivery 
of  the  bill  of  sale  and/or  delivery  of  the 
warranty  deed  within  30  days  following 
date  of  approval  of  the  assignment  by 
the  Federal  Communications  Commis¬ 
sion.  Further  information  as  to  the  ar¬ 
rangements  may  be  found  with  the  ap¬ 
plication  and  associated  papers  which 
are  on  file  at  the  offices  of  the  Commis¬ 
sion  in  Washington,  D.  C. 

On  July  25.  1946  the  Commission 
adopted  §  1.388  (known  as  §  1.321  effec- 


’  §  1.321,  Part  I,  Rule?  of  practice  and  pro¬ 
cedure. 


tive  September  11.  1946  i  which  sets  out 
the  procedure  to  be  followed  in  such 
cases  including  the  requirement  for  pub¬ 
lic  notice  concerning  the  filing  of  the 
application.  Pursuant  thereto  the  Com¬ 
mission  was  advised  by  letter  on  March 
15,  1947  that  starting  on  March  13.  1947 
notice  of  the  filing  of  the  application 
would  be  inserted  in  the  Marshfield 
News-Herald,  a  newspaper  of  general 
circulation  at  Medford.  Wisconsin  in 
conformity  with  the  above  rule. 

In  accordance  with  the  procedure' set 
out  in  said  rule,  no  action  will  be  had 
upon  the  application  for  a  period  of  60 
days  from  March  13,  1947  within  which 
time  other  persons  desiring  to  apply  for 
the  facilities  involved  may  do  so  upon 
the  same  terms  and  conditions  as  set 
forth  in  the  above  described  contract. 

(Sec.  310  (b) .  48  Stat.  1086:  47  U.  S.  C.  A. 
310  (b)) 

tSEALl  Federal  Communications 
Commission, 

T.  J.  Slowie. 

Secretary. 

|F.  R.  Doc.  47-3259;  Filed.  Apr.  3.  1947; 
8:47  a.  m.) 


FEDERAL  POWER  COMMISSION 

(Docket  No.  0-500) 

Northern  Natural  G.as  Co. 
notice  of  application 

March  31. 1947. 

Notice  is  hereby  given  that  on  March 
14.  1947,  an  application  was  filed  with 
the  Federal  Power  Commission  by 
Northern  Natural  Gas  Company  (Ap¬ 
plicant),  a  Delaware  corporation,  hav¬ 
ing  its  principal  place  of  business  in 
Omaha.  Nebraska,  for  a  certificate  of 
public  convenience  and  necessity  pur¬ 
suant  to  section  7  of  the  Natural  Gas 
Act,  as  amended,  to  authorize  Applicant 
to  construct  and  operate  4.508  feet  of 
4  > 2-inch  O.  D.  branch  pipe  line  extend¬ 
ing  from  a  point  of  connection  with  Ap¬ 
plicant’s  20-inch  main  pipe  line  to  the 
Nebraska  Ordnance  Plant  near  Mead, 
Nebraska,  and  a  measuring  station  at  the 
end  of  such  branch  line,  located  in  Sec¬ 
tions  14  and  15,  Township  14  North, 
Range  8  East,  Saunders  County,  Ne¬ 
braska,  for  the  purpose  of  delivery  and 
sale  by  Applicant  of  the  entire  gas  re¬ 
quirements  of  the  Nebraska  Ordnance 
Plant. 

A  temporary  certificate  of  public  con¬ 
venience  and  necessity  authorizing  the 
construction  and  operation  by  Applicant 
of  the  above  described  facilities  was  is¬ 
sued  in  the  Commission’s  order  of  No¬ 
vember  11,  1943,  in  Docket  No.  G-500 
conditioned  that,  in  the  event  Applicant 
desires  to  continue  such  facilities  and 
operation  beyond  the  period  of  the  tem¬ 
porary  certificate.  Applicant  shall  then 
apply  for  a  certificate  of  public  con¬ 
venience  and  necessity  therefor  in  the 
manner  prescribed  by  the  Commission 
under  the  Natural  Gas  Act,  as  amended. 
The  facilities  above  described  have  been 
In  operation  since  the  date  of  initial 
service.  December  14,  1943,  and  are  now 
in  service. 


Applicant  estimates  the  natural  gas 
requirements  of  the  Nebraska  Ordnance 
Plant  for  the  years  1947,  1948,  and  1949, 
will  be  350  Mcf.  on  a  maximum  day  and 
37,000  Mcf.  annually. 

Applicant  states  that  the  total  invest¬ 
ment  in  the  above  described  facilities  as 
of  December  31.  1946,  is  $8,331. 

Any  interested  State  commission  is  re¬ 
quested  to  notify  the  Federal  Power 
Commission  as  to  the  nature  of  its  in¬ 
terest  in  the  matter  and  whether  it 
desires  a  conference,  the  creation  of  a 
board,  or  a  joint  or  concurrent  hearing, 
together  with  the  reasons  for  such 
request. 

The  application  of  Northern  Natural 
Gas  Company  is  on  file  with  the  Com¬ 
mission  and  is  open  to  public  inspection. 
Any  person  desiring  to  be  heard  or  to 
make  any  protest  with  reference  to  the 
application  shall  file  with  the  Federal 
Power  Commission,  Washington  25. 
D.  C.,  not  later  than  fifteen  days  from 
the  date  of  publication  of  this  notice  in 
the  Federal  Register,  a  petition  to  inter¬ 
vene  or  protest.  Such  petition  or  protest 
shall  conform  to  the  requirements  of  the 
rules  of  practice  and  procedure  (effec¬ 
tive  September  11,  1946)  and  shall  set 
out  clearly  and  concisely  the  facts  from 
which  the  nature  of  the  petitioner’s  or 
Protestant’s  alleged  right  or  interest  can 
be  determined.  Petitions  for  interven¬ 
tion  shall  state  fully  and  completely  the 
grounds  of  the  proposed  intervention 
and  the  contentions  of  the  petitioner  in 
the  proceeding,  so  as  to  advise  the  parties 
and  the  Commission  as  to  the  issues  of 
fact  or  law  to  be  raised  or  controverted, 
by  admitting,  denying,  or  explaining, 
specifically  and  in  detail,  each  material 
allegation  of  fact  or  law  asserted  with 
respect  to  the  •application. 

[seal!  Leon  M.  Fuqua y. 

Secretary. 

|F.  R.  Doc.  47-3217;  Filed.  Apr.  3,  1947; 

8:45  a.  m.| 


(Project  1966) 

Wisconsin  Public  Service  Corp. 

NOTICE  OF  application  FOR  LICENSE 
April  1, 1947. 

Public  notice  is  hereby  given  pursuant 
to  the  provisions  of  the  Federal  Power 
Act  (16  U.  S.  C.  791-825r).  that  Wiscon¬ 
sin  Public  Service  Corporation,  of  Mil¬ 
waukee.  Wisconsin,  has  made  application 
for  license  for  constructed  major  Pro¬ 
ject  No.  1966,  known  as  the  Grandfather 
Palls  project,  located  on  Wisconsin  River 
in  Lincoln  County,  WLsconsin,  and  con¬ 
sisting  of  a  concrete  and  stone  masonry 
dam:  a  reservoir;  two  powerhou.ses,  the 
upper  powerhouse  built  integral  w  ith  the 
dam  and  having  installed  hydraulic 
capacity  of  2.660  horsepower  and  the 
lower  powerhouse  located  about  one  mile 
downstream  having  installed  hydraulic 
capacity  of  23,050  horsepower;  a  canal 
about  4,000  feet  long;  two  penstocks 
about  1,315  feet  long;  two  substations; 
and  appurtenant  works.  Any  protests 
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against  approval  of  this  application  or 
request  for  hearing  thereon,  with  the 
reasons  for  such  protest  or  request,  and 
the  name  and  address  of  the  party  or 
parties  so  protesting  or  requesting, 
should  be  submitted  before  April  30, 
1947  to  the  Federal  Pbwer  Commission 
at  Washington,  D.  C. 

fSEALl  Leon  M.  Fuquay. 

Secretary. 

|F.  R.  Doc.  47-3224;  Piled,  Apr.  3,  1947; 

8l45  a.  m.i 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Pile  No.  70-1262) 

Michigan  Gas  and  Electric  Co.,  The 
Middle  West  Corp. 

ORDER  GRANTING  EXTENSION  OF  TIME 

At  a  regular  session  of  the  Securities 
and  Exchange  Commission,  held  at  its 
office  in  the  City  of  Philadelphia,  Pa., 
on  the  28th  day  of  March  1947. 

The  Commission,  by  order  dated  July 
29,  1946,  having  granted  and  permitted 
to  become  effective  an  application-dec¬ 
laration,  as  amended,  filed  pursuant  to 
the  Public  Utility  Holding  Company  Act 
of  1935  Jointly  by  The  Middle  West  Cor¬ 
poration,  a  registered  holding  company, 
and  its  subsidiary,  Michigan  Gas  and 
Electric  Company,  and  Halsey,  Sluart  & 
Co.,  Inc.,  an  affiliate  of  Michigan  Gas 
and  Electric  Company,  which  applica¬ 
tion-declaration  proposed  a  recapitaliza¬ 
tion  of  Michigan  Gas  and  Electric  Com¬ 
pany  and  related  transactions;  and 

The  Commission,  upon  request  of  the 
applicants-declarants,  having,  by  orders 
dated  October  21  and  November  29,  1946, 
and  February  3,  1947,  extended  to  March 
31,  1947  the  time  within  which  such 
transactions  may  be  carried  out  as  pro¬ 
vided  in  Rule  U-24;  and 

Applicants-declarants  now  having  re¬ 
quested  a  further  extension  of  time,  for 
a  period  of  approximately  thirty  days 
from  March  31,  1947,  within  which  such 
transactions  may  be  carried  out  and  hav¬ 
ing  stated  that  Michigan  Gas  and  Elec¬ 
tric  Company  has  now  filed  an  amend¬ 
ment  to  its  Registration  Statement,  here¬ 
tofore  filed  under  the  Securities  Act  of 
1933,  and  that  such  extension  is  neces¬ 
sary  to  permit  consummation  of  the  pro¬ 
posed  transactions  after  such  amended 
Registration  Statement  becomes  effec¬ 
tive;  and 

The  Commission  having  considered 
.such  request  and  deeming  it  appropriate 
in  the  public  interest  and  in  the  interest 
of  investors  and  consumers  that  such 
request  be  granted: 

It  is  ordered.  That  the  time  within 
which  the  transactions  heretofore  ap¬ 
proved  by  order  of  July  29,  1946,  may 
be  carried  out  under  Rule  U-24  be,  and 
hereby  is.  extended  to  and  including 
April  30.  1947. 

By  the  Commission. 

I  SEAL  1  ORVAL  L.  DuBOIS, 

Secretary. 

IF.  R.  Doc.  47-3218;  Filed.  Apr.  8,  1947; 

8:45  a.  m.] 


|PUe  No.  70-1459) 

Union  Electric  Co.  of  Mo. 

NOTICE  OF  filing  OF  DECLARATION 

At  a  regular  session  of  the  Securities 
and  Exchange  Commission  held  at  its 
office  in  the  City  of  Philadelphia,  Pa., 
on  the  28th  day  of  March  1947. 

Notice  .  is  hereby  given  that  Union 
Electric  Company  of  Missouri  (Missouri 
Union),  a  registered  holding  company 
and  a  subsidiary  of  Hie  North  American 
Company,  has  filed  with  the  Commission 
a  declaration  pursuant  to  the  Public 
Utility  Holding  Company  Act  of  1935 
("act”).  Declarant  de.slgnates  section 
12  (b)  of  the  act  and  Rule  U-45  promul¬ 
gated  under  the  act  as  applicable  to  the 
proposed  transaction. 

Notice  is  further  given  that  any  inter¬ 
ested  person  may,  not  later  than  April 
*  7,  1947,  at  5:30  p.  m.,  e.  s.  t.,  request  the 
Commission  in  writing  that  a  hearing 
be  held  on  such  matter,  stating  the  na¬ 
ture  of  his  interest,  the  reasons  for  such 
request  and  the  issues,  if  any,  of  fact  or 
law  raised  by  said  declaration  proposed 
to  be  controverted,  or  may  request  that 
he  be  notified  if  the  Commission  should 
order  a  hearing  thereon.  At  any  time 
thereafter  such  declaration,  as  filed  or 
as  amended,  may  become  effective  as 
provided  in  Rule  U-23  of  the  rules  and 
regulations  promulgated  pursuant  to 
said  act,  or  the  Commission  may  exempt 
such  transaction  as  provided  in  Rule 
U-20  (a)  and  U-100  thereof.  Any  such 
request  should  be  addressed:  Secretary, 
Securities  and  Exchange  Commission, 
18th  and  Locust  Streets,  Philadelphia  3, 
Pennsylvania. 

All  interested  persons  are  referred  to 
said  declaration  which  Is  on  file  in  the 
office  of  this  Commission,  for  a  state¬ 
ment  of  the  transactions  therein  pro¬ 
posed,  which  are  summarized  below: 

Missouri  Union  proposes  to  advance  on 
open  account,  with  interest  at  2%  per 
annum,  up  to  the  sum  of  $250,000  to  its 
indirect  non-utility  subsidiary  Union 
Colliery  Company  (Colliery)  for  the  pur¬ 
pose  of  enabling  its  subsidiary  to  meet 
payments  due  on  equipment  for  opera¬ 
tion  of  its  new  coal  mine.  Declarant 
states  that  the  proposed  transaction  sup¬ 
plements  the  program  of  Colliery  set 
forth  in  its  amended  declaration  per¬ 
mitted  to  become  effective  by  order  of 
the  Commission  dated  December  29, 1945 
(Holding  Company  Act  Release  No.  6350) 
regarding  the  proposed  issuance  by  Col¬ 
liery  of  $1,000,000  aggregate  principal 
amount  of  Bank  Loan  Notes  bearing  in¬ 
terest  at  2%  per  annum,  maturing  in 
Installments  from  December  31.  1947,  to 
December  31,  1951. 

By  the  Commission. 

[seal]  Orval  L.  DuBois, 

Secretary. 

IF.  R.  Doc.  47-3221;  Filed,  Apr.  3,  1947; 

6.45  a.  m.) 


IPile  No.  70-1496) 

Electric  Power  k  Light  Corp.  and 
Mississippi  Power  k  Light  Co. 

NOTICE  REGARDING  FILING  OF  APPLICATION- 
DECLARATION 

At  a  regular  session  of  the  Securities 
and  Exchange  Commission,  held  at  its 
office  in  the  City  of  Philadelphia,  Penn¬ 
sylvania,  on  the  28th  day  of  March  A.  D. 
1947. 

Notice  is  hereby  given  that  a  Joint 
application -declaration  has  been  filed 
with  this  Commission  pursuant  to  the 
Public  Utility  Holding  Company  Act  of 
1935  by  Electric  Power  k  Light  Corpora¬ 
tion  ("Electric”),  a  registered  holding 
company,  and  its  subsidiary.  Mis.sissippi 
Power  &  Light  Company  ("Mississippi"). 
Applicants-declarants  have  designated 
sections  6  (a),  7,  9  (a),  10  and  12  (f)  of 
the  act  and  Rule  U-43  promulgated 
thereunder  as  applicable  to  the  proposed 
transactions. 

Notice  is  further  given  that  any  in¬ 
terested  person  may,  not  later  than 
April  7,  1947  at  5:30  p.  m.,  e.  s.  t.,  requc.st 
the  Commission  in  writing  that  a  hear¬ 
ing  be  held  on  such  matter,  stating  the 
nature  of  his  interest,  the  reason  for 
such  request  and  the  issues,  if  any,  of 
fact  or  law  rai.sed  by  said  application- 
declaration  which  he  desires  to  con¬ 
trovert,  or  may  request  that  he  be  noti¬ 
fied  if  the  Commission  should  order  a 
hearing  thereon.  Any  such  reque.st 
should  be  addressed:  Secretary,  Securi¬ 
ties  and  Exchange  Commission,  18th  and 
Locust  Streets,  Philadelphia  3,  Pennsyl¬ 
vania.  At  any  time  after  April  7.  1947, 
said  application-declaration,  as  filed  or 
as  amended,  may  be  granted  and  per¬ 
mitted  to  become  effective  as  provided 
in  Rule  U-23  of  the  rules  and  regulations 
promulgated  under  the  act,  or  the  Com¬ 
mission  may  exempt  such  transactions 
as  provided  in  Rule  U-20  (a)  and  Rule 
U-100  thereof. 

All  Interested  persons  are  referred  to 
said  application-declaration  which  is  on 
file  in  the  offices  of  this  Commission  for 
a  statement  of  the  transactions  therein 
proposed  which  are  summarized  below : 

Electric  is  the  owner  of  all  of  the  out¬ 
standing  common  stock  of  Mississippi 
consisting  of  700,000  shares  without  par 
value  having  a  stated  value  of  $7,000,000. 
Mississippi  proposes  to  issue  and  sell,  and 
Electric  proposes  to  acquire,  an  addi¬ 
tional  250,000  shares  of  common  stock  of 
Mississippi  for  a  cash  consideration  of 
$2,500,000,  The  proceeds  from  the  sale 
of  the  new  common  .stock  will  be  used 
by  Mississippi  for  the  construction  of 
needed  facilities.  Electric  proposes  to 
use  treasury  funds  in  making  the  pro¬ 
posed  purchase. 

Applicants-declarants  request  that  the 
Commission’s  order  be  issued  as  soon  as 
possible  and  become  effective  upon  the 
issuance  thereof  in  order  to  permit  con¬ 
summation  of  the  proposed  transactions 
at  the  earliest  possible  opportunity. 

By  the  Commission. 

fSEALl  Orval  L.  DuBois. 

Secretary. 

(F.  R.  Doc.  47-3220;  Filed,  Apr.  3.  1947; 

8:45  a.  m.) 


